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TO THE READER 


About the Authors 


George P. Larrick discusses a pro- 
posed corn milling sanitation investiga- 
tional program in this issue. JOURNAL 
readers will recall Mr. Larrick’s previ- 
ous article on sales of dangerous drugs 
which appeared in the May JOURNAL, 
wherein they may also find several bio- 
graphical paragraphs describing the au- 
thor’s life and career. 

The Veterinary Director of the Divi- 
sion of Medicine in the Food and Drug 
Administration, Dr. H. E. Moskey, has 
been in government work since 1920, after 
receiving his V.M.D. at the School of 
Veterinary Medicine at the Univer- 
Pennsylvania and joining the 
Animal Husbandry of the 
Department of Agriculture. In 1928, 
Dr. Moskey was transferred to the 
Food and Drug Administration to test 
veterinary medicinal preparations in the 
enforcement of the Foods and Drugs 
Act of 1906. He was assigned to head 
the work of the Veterinary Medical 
Section of the Drug Division of the 
Food and Drug Administration in 1929, 
and recently promoted to his 
present position 


sity of 
Bureau of 


was 


J. Albert Hutchinson, in his present 
position as Deputy Attorney General of 
California, advises and represents the 
State Board of Public Health of the 
state of California, the State Board of 
Equalization in the Alcoholic Beverage 
Control Division, and the Board of 
Medical Examiners of the State of Cal- 


Reports to the Reader 


ifornia. A graduate of Hastings Col- 
lege of the Law, the law department of 
the University of California, Mr. Hutch- 
inson was admitted to practice in Cali- 
fornia and the Federal courts of the 
Ninth Circuit in 1931. In 1938, he was 
appointed to his present position by the 
late Attorney General U. S. Webb, and 
was admitted to practice in the United 
States Supreme Court in 1944. On mil- 
itary leave as a major in the Ordnance 
Department during 1942-1945, he was 
Assistant Chief of the Legal Branch of 
the Ordnance Procurement Organiza- 
tion for eleven western states 

As Chief of the Canned Food Branch 
of the Food and Drug Administration, 
L. M. Beacham has 
and freezing plants in all parts of the 
technical 


visited canneries 


country, keeping abreast of 
changes in processing methods and new 
products, and developing basic informa- 
tion for standards of identity, quality, 
and fill of container. 

After being graduated from the Uni- 
versity of South Carolina and doing 
graduate work at Rutgers University, 
Mr. Beacham was appointed an inspec 
tor of canned shrimp in the Supervisory 
Food and 

In 1936, 
he became a Canned 
Food Branch of the Food Division, and 
was appointed Assistant to the Chief 
of the Division in 1941, and subsequently 
Chief in 1949. 


Inspection Service of the 


Drug Administration in 1934. 
chemist in the 


became 
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A well-qualified expert on the subject 
of antibiotic drugs is William R. Jester, 
who has been associated with the Divi- 
sion of Antibiotics of the Food and 
Drug Administration since 1945. Since 
the passage of the Penicillin Amend- 
ment to the Federal Food, Drug, and 
Cosmetic Act, he has assisted in pre- 
paring and supervising a regulatory 
program for penicillin and the other 
antibiotics now under certification. 

3etween his graduation from the 
University of Virginia in 1935 and his 
appointment as a Food and Drug In- 
spector in the Boston District of the 
Food and Drug Administration in 1941, 
Mr. Jester worked in his father’s oyster 
canning and packing plant and operated 
an oyster dredging boat, taught school, 
did social service work, played the 
clarinet and saxaphone in a dance or- 
chestra, and worked for the Post Office 
Department. 

Ole Salthe has been connected with 
food, drug, and cosmetics regulatory 
control for almost forty years. As a 
young man, he entered the Department 
of Health in the City of New York, and 
became Chief of the Division of Milk 
Inspection, Assistant Director, and Di- 
rector of the Bureau of Food and Drugs. 





He was serving as Assistant Director 
when the late Dr. Royal S. Copeland 
was appointed Health Commissioner. 
Mr. Salthe became one of Dr. Cope- 
land’s closest advisors, a relationship 
which continued when Dr. Copeland 
was elected United States Senator from 
the State of New York and worked to- 
ward the passage of the Federal Food, 
Drug, and Cosmetic Act. 


Upon the death of Senator Copeland, 
Mr. Salthe became consultant of the 
Federal Food and Drug Administration. 
He is now the Executive Secretary of 
the Nutrition Foundation, Inc. 

A self-called “proud father of a nine 
month old son,” is Milton A. Silver- 
man, otherwise a member of the New 
York Bar and in general practice in 
New York City. He is a graduate 
of New York University and New York 
University Law School, and is now a 
candidate for a J.S.D. degree at the 
latter school, currently preparing his 
thesis on an Administrative Law topic. 
His proctor and guide in Administra- 
tive Law has been the present Chief 
Justice of the Supreme Court of New 
Jersey, Arthur T. Vanderbilt. 











In Congress 


Codification of Food, Drug, and Cos- 
metic Act.—The bill (H. R. 7121) to 
revise, codify, and enact into law Title 
21 of the United States Code, entitled 
“Food and Drugs,” was approved by 
the House Judiciary Committee on June 
13 and ordered reported amended. A 
“clean” bill to reflect the amendments 
will be introduced and reported in lieu 
of this one. 
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Investigation of Meat Industry.—A 
committee to conduct an investigation 
of the country’s meat industry to de- 
termine whether the pattern of price 
increases during the past year has re- 
sulted from any unlawful manipulations 
of prices and whether any legislation is 
necessary to remedy any illegal prac- 
tices which may exist within any part 
of the meat industry, would be formed 
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by H. Res. 655, which was introduced 
on June 19 and referred to the House 
Committee on Rules. 


Agricultural Loans.—A bill (S. 2996) 
to authorize loans to make available in 
any area or region credit formerly made 
available in such area or region by the 
Regional Agricultural Credit Corpora- 
tion, was passed by the Senate on June 
8, and was referred to the House Com- 
mittee on Agriculture and Forestry on 
June 13. 


Peanut Marketing Quotas.—The pea- 
nut marketing quota provisions of the 
Agricultural Adjustment Act of 1938 
would be amended by H. R. 8981, which 
was introduced on June 28 and referred to 
the House Committee on Agriculture. 


Prescription Drugs.—Section 503(b) 
of the Food, Drug, and Cosmetic Act 
would be amended relative to the ex- 
emption of certain prescription drugs 
from labeling requirements in H. R. 
8904, introduced on June 21 and re- 
ferred to the House Committee on In- 
terstate and Foreign Commerce, and 
in S. 3852, introduced on June 29 and 
referred to the Committee on Labor 
and Public Welfare. 


Professional Health Training Act.— 
An emergency five-year program of 
grants for education in the fields of 
medicine, osteopathy, optometry, den- 
tistry, dental hygiene, nursing, sanitary 
engineering, and public health by 
amending the Public Health Service 
Act and the Vocational Education Act 
of 1946, is provided in H. R. 8886, in- 
troduced on June 20 and referred to 
the House Committee on Interstate 
and Foreign Commerce. 


Cancer Cure.—A bill (H. R. 8815) to 
provide additional incentives for the 
discovery of a cure for cancer, heart 
disease, and poliomyelitis was intro- 
duced on June 13, and referred to the 
House Committee on Interstate and 
Foreign Commerce. 
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Coconut Oil.—The additional internal 
revenue taxes on coconut oil coming 
from the Trust Territory of the Pacific 
Islands would be eliminated by S. 3817, 
introduced on June 23. 


Marketing of Perishable Agricultural 
Commodities.—Provisions of the Perish- 
able Agricultural Commodities Act, 1930, 
relating to practices in the marketing of 
perishables have been amended by Public 
Law 554 (H. R. 5511), which was ap- 
proved on June 15. 


Department of Health, Education, 
and Security.—Reorganization Plan 27, 
which would create a Department of 
Health, Education, and Security, was 
refused by the House on July 10 by 
adopting, 249 to 71, H. Res. 647 calling 


for rejection of the plan. 


Rice Marketing Quotas.—The rice 
marketing provisions of the Agricul- 
tural Adjustment Act of 1938 have been 
amended by Public Law 561 (H. R. 
7700) which was signed on June 16. 


Commodity Credit Corporation. — 
The borrowing power of the Commodity 
Credit Corporation is increased by 
Public Law 579, which was approved 
June 28 after being passed by the 
House on March 23. A joint confer- 
ence was asked by the Senate on June 
6; Conference Report No. 2269 was 
submitted to the House on June 15 and 
was agreed to on June 26. 


Use of Chemicals with Food Prod- 
ucts.—A special seven-man committee 
to investigate and study the use of 
chemicals, pesticides, and insecticides 
in respect to food products has been 
formed under H. Res. 323, which was 
passed by the House on June 20. 


Import Controls over Fats, Oils, and 
Rice.—Import controls over fats and 
oils (including butter) and rice have 
been extended for a year by Public Law 
590 which was signed on June 30, after 
S. 3550 was passed by the Senate on 
June 8 and by the House on June 29, 
in lieu of H. R. 8737. 
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In the Department of Agriculture 


Tanking and Denaturing Condemned 
Carcasses and Parts.—Amendment of 
the meat inspection regulations has been 
proposed to provide that rendered animal 
fat derived from inedible or condemned 
materials and possessing the physical 
characteristics of color, odor, and taste 
of an edible product be denatured to 
distinguish it effectually from an edible 
product either with low grade offal 
during the rendering or by adding to 
the fat denaturing oil, number 2 fuel oil, 
or brucine dissolved in a mixture of al- 
cohol and pine oil or oil of rosemary 


(15 F. R. 3416). 


Frozen Broccoli Grade Standards.— 
Grade standards for frozen broccoli 
have been revised to include a scoring 
system to ascertain grade by rating fac- 
tors of color, uniformity of size, absence 
of defects, and character (15 F. R. 4211). 


Grade Standards for Frozen Concen- 
trated Orange and Grapefruit Juice.— 
Standards for grades of frozen concen- 
trated blended grapefruit juice and 
orange juice (15 F. R. 4195), frozen 
concentrated orange juice (15 F. R. 
4198), and frozen concentrated grape- 
fruit juice (15 F. R. 4228) have been pro- 
posed, Grades of juice, with or without 
sweetening, are to be determined by rat- 
ing color, absence of defects, and flavor. 
Fill of container is not a factor of 
quality for the purpose of these grades. 


Consumer Standards for Brussels 
Sprouts. — Proposed consumer grade 
standards for brussels sprouts provide 
for grades of U. S. Grade A and U. S. 
Grade B and for off-grade sprouts. 
In addition, definitions of “well colored,” 
“firm,” “clean,” “well trimmed,” “seed- 
stems,” “damage,” “diameter,” “fairly 
well colored,” “puffy,” and “serious 
damage” are listed (15 F. R. 3587). 


Standards for Fresh Kale— U. S. 
consumer standards for fresh kale are 
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being considered by the Department of 


Agriculture. The grades of U. S. Grade 
A and U. S. Grade B and the terms 
“one type,” “fresh,” “fairly tender,” 


“clean,” “well trimmed,” “small pieces 
of leaves,” “damage,” “serious damage,” 
and “reasonably clean” are defined (15 


F. R. 3686). 


Anti-Hog Cholera Serum.—As the 
supply of tested serum for use in immu- 
nizing swine against hog cholera reaches 
a dangerously low level in the early 
summer, which is the period of heaviest 
demand, due to the difficulty in procur- 
ing pigs of the required weight during 
those months for testing anti-hog cholera 
serum, the regulations issued under the 
Virus-Serum-Toxin Act of 1913 
been amended to relax the weight re- 
quirement for test pigs during the months 
of April, May, June, and July (15 F. R. 


3721). 


have 


Frozen Brussels Sprouts Grade 
Standards.—Proposed revision of grade 
frozen brussels 


standards for sprouts 


would include the grades of U. S. Grade 
A through U. S. Grade D which would 
be ascertained by rating the factors of 
color, absence of defects, and character. 
Size is not a factor of quality for the 
purpose of these grades although rec- 
ommended designations for 
listed (15 F. R. 3938). 


size are 


Revision of Canned Pineapple Grade 
Standards.— In the revised grading 
standards for canned pineapple, grades 
are to be ascertained by rating factors 
of color, uniformity of size and shape, 
absence of defects, and character. In 
addition, the recommended designations 
of liquid media and Brix Measurements, 
fill of container, and minimum drained 
weight are listed (15 F. R. 4099). 

(Continued on page 441.) 
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Sanitation in Corn Milling 


By GEORGE P. LARRICK 


\ SIMPLE VISUAL EXAMINATION OF RAW MATE- 
RIALS IN CORN MILLS MAY NOT BE ENOUGH TO 
DETERMINE HIDDEN INSECT AND RODENT INFES- 
TATION . . . AN INVESTIGATIONAL PROGRAM 
IS NEEDED 


T HAS BEEN my privilege to appear for two years in succession 
upon this program, A number of your members, during the course 
of recent visits to our Washington offices, have asked what our 

opinion is of the progress which the industry as a whole is making 
toward the goal of improved sanitary quality of corn meal. These 
questions remind me of the Irishman who while strolling down the 
boardwalk in Atlantic City noticed a flamboyant sign advertising the 
alleged ability of a fortune teller to reveal the past, present, and future. 
This Irish gentleman remarked to the friend with him that he believed 
he would patronize the palmist because he was very anxious to know 
whether his friend Flannigan, who had recently died, had gone to 
heaven. He proceeded forthwith into the darkened consultation room 
and after payment of an appropriate fee inquired about the where- 
abouts of his departed friend. After an appropriate period of gazing 
into the crystal ball the fortune teller announced that Flannigan clearly 


This paper was presented before the annual meeting of the 
American Corn Millers’ Federation in Chicago, May 18, 1950 
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appeared to her in the crystal at a place 30 miles from heaven. The 
Irishman was not entirely satisfied but asked in which direction 
Flannigan was traveling. He was told that to get the answer to this 
question he should return at a later date. 

I am glad to report to you on this return engagement that the 
corn meal mills of the country as an industry are headed in the right 
direction. 

My purpose is to discuss the investigational or fact-finding pro- 
gram which we recently submitted to your Board of Directors for their 
consideration. The proposed program in mimeographed form has been 
made available. It is a document of some 42 pages which is filled with 
the minute details of the procedures which we plan to follow. Actually, 
the program is very simple. I shall deal, in some detail, with the 
objectives of the program which in the aggregate are designed to help 
make the cleanest corn meal possible. 

Statistics for the last year for which we have complete figures, 
show that the total utilization of corn was approximately three billion 
bushels. Of this amount only 63 million bushels were used as corn 
meal and grits. The over-all problem in which we are mutually inter- 
ested, therefore, is to determine how we can be sure that the two per 
cent of the total corn crop which is used to make corn meal and grits 
is clean and otherwise suitable for consumption as human food. 

To reach this happy objective, many facts that are presently 
unknown or known only as guesses or opinions need to be definitely 
ascertained. The fact-finding program which we are about to under- 
take is designed to ascertain some of these facts. It will not solve all 
of our problems but it will, in our opinion, produce facts which can 
Serve as a firm foundation upon which to build further information. 
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This program can be divided into three parts: first, a mill and 
milling program; second, corn sampling at the mills; and third, corn 
sampling at terminal markets. 


Milling Program 

Seven representative corn meal mills are to be selected for the 
first part of the program. We started by listing all of the corn meal 
mills that we could find, and used the list of your membership. We 
consulted the Millers’ National Federation concerning their members 
who make corn meal and flour as well as consulting our own files. 
Taking all of this information into account, plus data which we were 
able to obtain from the Census Bureau, we reached the conclusion that 
there are probably about 540 corn meal mills operating in the United 
States today. Of these, we estimate that about half, or 270 mills, 
engage in interstate commerce. With this list of mills before us, 
we made a number of routine regulatory food and drug inspections. We 
were seeking mills whose sanitary practices are above reproach. We 
must conduct studies in mills which are clean and which will remain 
clean during the entire year that the program will be in operation. 
We also wish to select mills that do not grind corn which from visual 
examination appears unfit for use as food. 

The statisticians helped us in the mill selection. The objective is 
to include large mills, mills of intermediate size, and also small mills. 
We are seeking some mills which grind yellow corn and others which 
grind white corn. We are considering the origin of the corn which is 
used so that we may get a fair cross-section of corn from all parts of 
the country. We wish to include that which is bought on the local 
market, that purchased through the grain exchanges, and, of course, 
both shelled and unshelled grain. It is necessary to be sure that mills 
employing both the roller and the stone burr type of equipment are 
included. Some of the mills selected will produce degerminated corn 
meal and others will produce whole grain meal. The mills selected 
will represent both dry and wet cleaning procedures. Obviously, a 
number of these conditidns will be found in a single mill. 


Corn Sampling at the Mills 


Food and Drug inspectors who have been given special training 
will visit each of these mills every two weeks during the warm months 
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and once a month during the winter. At the time of each visit they 
will make a sanitary inspection to be sure that the mill is still clean. 
The inspectors will take a sample of the uncleaned corn as it begins 
its journey through the mill. He will collect a sample of the same corn 
after cleaning just prior to grinding. He will take representative 
samples -of all of the edible products, such as grits, corn meal, and 
corn flour. The inspectors will examine the uncleaned corn and the 
cleaned corn for evidence of contamination by rodents. 


In the laboratory the samples of whole corn will be examined 
visually for evidence of insect damage. They will likewise be exam- 
ined by passing them across sieves to determine whether or not sur- 
face insects are present. Internal hidden infestation will be checked 
by both the cracking and flotation test and by a staining procedure. 
The finished corn meal and other edible products will be examined by 
the conventional methods for insect and rodent excreta fragments. 


Approximately 50 additional mills have been selected throughout 
the country from which samples of corn will be taken. These samples 
will be collected at monthly intervals throughout the entire 12 month period. 


Corn Sampling at Markets 
A separate series of samples will be taken each month in some nine 
important grain markets. The corn samples obtained in these latter 
two parts of the program will be subjected to the same examination as 

that previously described under the mill program. 
The principal objective of this program is to determine to what 
extent there is hidden infestation in corn which cannot be readily 
detected by millers through simple visual examination of the raw 


material. 
Objective of Program 
The investigational program should show: 


1. The proportion of market corn which is free of insect infesta 
tion, and that which contains various percentages of infestation. 


2. The proportion of market corn which is free of rodent contami- 


a 


nation, and that which is contaminated to varying degrees. 
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3. The proportion of market corn which is free of both insect 
infestation and rodent contamination, and that which contains such 
material in varying quantities. 

4. The proportion of market corn, if any, which appears on visual 
examination to be free of insect infestation but which contains inter- 
nal infestation. 

5. The time of the year at which insect infestation in market corn 
reaches its peak. 

6. The time of the year at which rodent contamination reaches 
its peak. 


7. The same information as that listed in items 1 through 6 for 
corn actually being purchased and used by mills. 


Items 1 through 7 will permit a conclusion as to whether there is 
enough clean corn available if millers are able to find it. The informa- 
tion acquired will indicate the relative hazard in purchasing corn at 
different times of the year, from particular localities, of particular 
grades, or from different types of storage. This does not mean, of 
course, that the miller will be able to select his corn without looking 
at it, but such information may be of substantial help in pointing the 
way toward better selectivity of corn for food use. 


8. The program will show the extent to which a miller could use 
the sampling, visual examination, and sieving procedures set forth in 
the program, as a guide to the selection of corn. We are frank to say 
that these are minimum procedures, necessary because we have only 
limited manpower available for the work, and may not detect all infes- 
tation or contamination which might be detected by the use of larger 
samples, or more complicated sampling methods. It may be that the 
miller would have to increase the scope of sampling to insure against 


‘ 


missing “pockets” of infestation or contamination. 

We believe the program will indicate how far the miller will have 
to go in this regard. The investigation should also clearly show 
whether it is necessary to supplement the visual examination and 
sieving test with the laboratory tests to detect the so-called “hidden” 
infestation. We hope that this work will further the development of 
simple, practical methods for sampling and examining corn to make 


sure it is free from filth. 
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9. If insect infestation or other foreign material is found in the 
cleaned corn being used, the program will show what may be expected 
in the corn meal, in terms of insect fragment count and other indices 
of contamination. The program will also show whether corn meal 
will contain some insect fragments or other filth although all of the 
tests and observations made on the corn failed to show insect damage 
or rodent contamination. 


10. The program will provide general information as to the extent 
to which infested or contaminated corn can be cleaned in the mills 
being studied. If all of the filth is being removed by some mills, it 
will show that. If the equipment being used by some mills removes 
little or no filth, it will show that. It will not show specifically whether 
one piece of equipment or brand of equipment is better than another, 
but it will permit general conclusions as to the effectiveness of the 
over-all cleaning being done in these mills. 

We are sincere in believing that this program will be of real value 
in pointing up the problems of the millers and in at least indicating the 
direction in which the solutions lie. [The End] 





FAO Commodity Reports 
The FAO announced a new series to be published during | 
1950 which will present brief and timely reports of the current 
world situation in various commodities. Each report will be 
devoted to one specific commodity. The first three on sugar, 
wool, and hard fibers are already in circulation. The FAO | 
anticipates the publication of some twenty reports this year, on | 
such commodities as animal feeds, cocoa, coffee, tobacco, fats 
and oils, fertilizers, grains, rice, poultry and eggs, jute, meat, 
and livestock (The International Reporter, May 1950). 
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VETERINARY DRUGS 
Under Food and Drug Law 





ee e e e BY H. E. MOSKEY. V. M. D. 


PRODUCTS FOR ANIMALS ALSO COME UNDER THE 
FOOD, DRUG, AND COSMETIC ACT. THE AUTHOR 
EMPHASIZES INSUFFICIENT DATA ON EFFECTIVE- 
NESS OF PRODUCT IN NEW DRUG APPLICATIONS 


This paper was presented at the meeting of the 
Animal Health Institute, April 28, 1950, in Chicago 


observations and experiences of the Food and Drug Administra- 
tion in its activities concerning products for livestock and poul- 
try use. 


"Tats PAPER will deal principally with some of the more recent 


The number of seizures and criminal prosecutions involving false 
and misleading therapeutic representations for veterinary medicinal 
preparations appears to be decreasing from year to year. This is not 
surprising when we consider the large increase in correspondence and 
requests for interviews with those who wish to avoid violating the law 
by first obtaining proper information. The purpose of the Act, which 
is to protect the purchasing and consuming public, is becoming more 
widely known throughout the country as time goes by. In the past, 
many of our cases were provoked by those individuals who decided, 
without giving any thought to their responsibilities under the Federal 
law, to market certain remedies which they believed, contrary to 
scientific reasoning, would do all that was claimed for them. As busi- 
ness with those remedies grew, the manufacturers became confident in 
their so-called discoveries to the point of being defiant both of the law 
and of those entrusted with its enforcement. Today this type of person 


Veterinary Drugs Page 381 











THE AUTHOR IS VETERINARY 
MEDICAL DIRECTOR, FOOD 
AND DRUG ADMINISTRATION 





is a rare specimen since most of the old-timers and many of the new- 
comers in this field realize that it is best to find out whether or not, 
in Our Opinion, a product can be marketed legally before actually ship- 
ping it. This is one of many reasons why the number of our seizure 
and criminal prosecution cases is becoming less as our correspondence 


and requests for interviews increase. 


New Drug Applications 

The number of new drug applications we receive, pursuant to 
Section 505 of the Federal Food, Drug, and Cosmetic Act, for veteri 
nary medicinal preparations has increased tremendously. In many 
instances, some manufacturers d6 not give serious consideration to all 
the requirements in fulfillment of the law as it pertains to new drug 
applications. This results in considerable correspondence and many 
requests for interviews before the application is completed in all 
respects. On the other hand, there are some distributors of veterinary 
medicinal preparations who soon learn through correspondence and 
interviews that they do not have sufficient information, proper per 
sonnel, or equipment to manufacture and control new drugs. In such 
cases it is impossible to fulfill the requirements of a complete applica- 
tion as provided by the law. 

It would be well for those manufacturers who have already 
obtained effective applications to bear in mind their responsibility in 
the manufacture and control of their products exactly as outlined and 
explained in their applications. If any changes are to be made in the 
subject matter of an application, the manufacturer should promptly 
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supplement his original application to explain such changes before 
actually putting them into effect in the manufacture and control of a 
product. 
Insufficient Data in Applications 

Untrue or false statements in an application may result in its 
being suspended or revoked followed by criminal prosecution proceed- 
ings if the facts warrant such action. Frequently an application con- 
tains insufficient data to fulfill the requirements of Section 505 (b) (1) 
of the Act which deals primarily with the safety of a new drug under 
the conditions for which it is represented by its labeling. We appre- 
ciate that in the case of large animals it is expensive and difficult to 
obtain adequate data based on properly conducted, controlled tests. 
Nevertheless, manufacturers who wish to obtain effective applications 
must recognize the responsibility of the Administration in making 
such an application effective from the standpoint of the safety of the 
article. For example, after considerable correspondence with an appli- 
cant concerning a new drug application for a poultry preparation, 
effectiveness was granted for certain specific purposes. Effectiveness, 
however, was not predicated on the claims for prevention and treat- 
ment of the disease of turkeys known as blackhead which the manu- 
facturer wished to make. The manufacturer insisted that data based 
on his clinical observations were sufficient to establish the safety and 
efhcacy of the drug in the treatment of this disease condition, and he 
stated that he would assume responsibility for representing the product 
on his label for that purpose. Our investigation of this problem, which 
is not as yet complete, shows that the product in the recommended dose 
is not safe in the prevention or treatment of blackhead of turkeys. 

While efficacy is not one of the criteria of permitting a new drug 
to be marketed, it is not effective for blackhead either, which would 
class it as a misbranded product if it is shipped in interstate commerce. 
I mention this because several members of this organization have 
recently inquired about the possibility of marketing arsenical prepara 
tions for the prevention and treatment of this disease condition of 
turkeys. In this connection some of you may be interested in two 
papers published in the American Journal of Veterinary Research ot 
January 1950, dealing with the chemotherapeutic action of a number 
of drugs in the prevention of blackhead of turkeys. Among the drugs 
involved in the investigation, three were found to be effective. It is 
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not believed, however, that the experimental data show any drug to be 
effective in the treatment of turkeys which have already developed 
symptoms of the disease. Nevertheless, the two articles dealing with 
this subject matter should be of interest, primarily from the stand- 
point of the procedures used in accurately determining the safe dose of 
drugs and in determining whether or not the drugs in safe dosage are 
effective for the intended purpose. We have reprints of two articles 
published by members of the Veterinary Medical Branch of the Admin- 
istration which are available upon request. One by Mr. Glenwood C. 
Roe is entitled “A Method of Testing Coccidiosis Remedies for Poul- 
try,” and the other, a more recent one published by Dr. John H. Collins, 
is entitled “The Relative Efficacy and Safety of New Drugs for Poultry 
Evaluated by Adequately Controlled Tests.” These articles are of 
particular value to those manufacturers who are interested in the 
marketing of new drugs. 


Hydrochloride Solutions of Sulfonamides for Poultry 


Hydrochloride solutions of sulfonamides for poultry have appeared 
on the market, which most of you already know, judging from the inqui- 
ries received from members of your association. The interest in mar- 
keting such solutions is obviously caused by the greater margin of 
profit made possible through use of insignificant quantities of the sul- 
fonamides in such solutions. In the enforcement of the law, we have 
investigated these products and have reached the conclusion that only 
a limited amount of the solution can be safely administered through 
the drinking water. Greater amounts cause the water to be unpalatable 
for birds. The amount which can be administered through the drink- 
ing water produces blood levels in birds which are ineffective for any 
therapeutic purpose. Actual controlled tests with these solutions in 
chickens indicate definitely that they have no value in reducing mor- 
tality from pullorum disease nor have they any value in preventing 
cecal or intestinal coccidiosis of chickens and turkeys. Blood level 
studies also indicate that the hydrochloric acid solution of sulfathi- 
azole is not effective in the prevention or treatment of fowl coryza. 
To circumvent the law, these preparations were intended to be manu- 
factured and marketed within certain states under a franchise agree- 
ment. Nevertheless, we encountered some interstate shipments, and 
seizure actions were instituted promptly. Our seizure actions up to the 
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present time have involved the products manufactured by certain 
people under franchise who appeared to be innocent victims of the 
originator of this type of product. However, evidence obtained in one 
seizure of a sizeable interstate shipment causes us to believe that the 
originator of the solutions is involved to a certain extent. Citation is 
to be issued to both the shipper and the originator to provide an 
opportunity for offering reasons why they should not be criminally 
prosecuted. 
Adequate Warnings on Labels 

From our review of labeling material obtained by our inspectors 
during factory inspections, it appears that manufacturers of veterinary 
medicinal preparations frequently do not seriously consider the require- 
ment of Section 502 (f) (2) of the Act, which deems a drug or device 
to be misbranded unless its labeling bears such adequate warnings 
against use in those pathological conditions “... where its use may be 
dangerous to health or against unsafe dosage or methods or duration of 
administration or application, in such manner and form, as are neces- 
sary for the protection of users.” No provision is made for exemption 
from this section of the Act, and it would behoove manufacturers of 
veterinary medicinal preparations to keep it in mind. The adminis 
tration of anthelmintics or worm remedies to livestock, including 
poultry, is presently a rather commonplace practice because of the 
many research developments in this field. We believe that labeling 
for products of this type should bear some definite warning to the 
effect that all known effective anthelmintics or worm remedies are 
more or less toxic and should not be administered to sick, feverish, 
undernourished, or weak animals, unless on the advice of a practicing 
veterinarian. With poultry it is advisable to recommend that only a 
few birds be treated at first to determine whether any unfavorable 
reaction develops before treating the rest of the flock. It was suggested 
in one of my previous papers presented to this group that you consider 
the necessity of a warning in the labeling of highly potent drugs, such 
as sulfonamides, to the effect that for the safe and efficacious use of the 
product as directed it is essential to obtain an adequate diagnosis from 
a qualified diagnostic laboratory or a practicing veterinarian. This 
suggestion served as an alternative to consideration of the proposition 
that the use of some of these drugs should be restricted to practicing 


veterinarians. 


Veterinary Drugs Page 385 








Misleading Labeling 


Section 201 (n) is another section of the Act that is taken too 
lightly by some manufacturers of veterinary medicinal preparations. 
Under this section, the labeling may be misleading if it fails to reveal 
facts material in the light of representations made for the article or 
material with respect to consequences which may result from the use 
of the article under the conditions of use prescribed in the labeling or 
under such conditions of use as are customary or usual. In our cor- 
respondence with manufacturers of drinking water disinfectants, par- 
ticularly for poultry, we have tried to point out that when representing 
such products as aids in preventing contaminated water from spreading 
disease from one bird to another the labeling should emphasize the 
important fact that disease is spread more frequently through drop- 
pings and contaminated litter and feed rather than through drinking 
water and that good management of the flock includes a complete 
Sanitation program. Another point which we have tried to emphasize 
is in the labeling of drugs whose value is limited solely to the preven- 
tion of disease before the birds or animals become infected. In such 
cases we believe the labeling should reveal forthrightly the material 
fact that the products are intended only as preventives and would not 
be effective in the treatment or control of disease in those birds or 
animals which are already manifesting symptoms. [The End] 





“Butterleggers”’ 

A new term, “butterleggers,” was recently introduced by 
Commissioner of Food and Drugs Paul B. Dunbar who defined 
it by explaining that unscrupulous concerns could, without 
elaborate equipment, color and pack the substantial quantities 
of bulk uncolored margarine now in storage and “pass it off” 
as butter to unsuspecting purchasers (Federal Security Agency 
Release FSA-A-52, June 30, 1950). 
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Enforcement 


of California Food and Drug Acts 


BY J. ALBERT HUTCHINSON 


CALIFORNIA HAS NO UNIFORM FOOD, DRUG, AND 
COSMETIC ACT, BUT THERE ARE SEVERAL STAT- 
UTES THAT ARE ASSIMILATIVE AND ADOPTIVE OF 
THE FEDERAL ACT WHICH THE AUTHOR DISCUSSES 


N KEEPING with the basic purposes of the Foop Druc Cosmetic 
Law JOURNAL, it is a welcome opportunity to comment briefly 
upon some of the practical work-a-day problems arising in enforce- 

ment of the food and drug laws of one’s state for such interest as it 
may be to others practicing in the food, drug, and cosmetic law field. 


While California has not adopted the “Uniform Food, Drug, and 
Cosmetic Bill,” * its statutes dealing with foods, drugs, cosmetics, and 
devices and those occupationally engaged therein are considered 
“modern,” and are, to a great extent, assimilative and adoptive of the 
Federal Act ? (Title 21, U. S. C. Sections 301-392). 


Analysis of California Statutes 

The scope of regulation is extensive and detailed, and justifies brief 
analysis. 

In addition to the principal statutes regulating the purity, fair 
labeling, advertising, and distribution of foods and drugs, popularly 
and officially known as the California Pure Drugs Act and the California 
Pure Food Act, set forth in the Health and Safety Code (Division 21, 
Sections 26200-26385, and 26450-26624, respectively), there are several 





13 FOOD DRUG COSMETIC LAW 2 Tobey, Public Health Law, page 201; 
QUARTERLY (1948) 518: Law and Contem- People v. 748 Cases of Life Saver Candy, 
porary Problems, Vol. VI, pages 166, 175. 94 Adv. Cal. App. 627 [CCH FOOD DRUG 

COSMETIC LAW REPORTS {f 85,121). 
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other statutes bearing upon transactions in food and drugs, including 
supplementary statutory regulations set forth in the Health and Safety 
Code * closely related to the production, distribution, merchandising, 
and advertising of food and drugs, and those regulating food process 
ing and food processing establishments (Sections 28280-28298), can 
neries (Sections 28450-28455). cold Storage (Sections 28110 28117), 
frozen food (Sections 28165-28173), bakeries (Sections 28190-28254), 
food containers (Sections 28335-29339), horse meat (Sections 28000- 
28015), olive oil (Sections 28475-28488), and food sulphurs (Sections 
28500-28509). 


The Agricultural Code provides for the production and marketing 
of agricultural products, without extensive processing and packaging 
(Sections 751-1149 and 1151-1300), the slaughtering of animals and 
poultry, the production, inspection, storage, and marketing of meat 
(Sections 301 433), and also regulates the pre duction, pr cessing, label- 
ing, and advertising of dairy products and their imitations and substi- 
tutes, such as oleomargarine, cheese substitutes, and the like (Sections 
451-750). 

Other supplementary statutes are: the Alcoholic Beverage Con- 
trol Act‘ relating to the importation, production, marketing, and 
advertising of alcoholic beverages; the State Narcotic Act (Sections 
11000-11097) regulating legitimate trade in narcotics and proscribing 
illicit possession and use; the Dangerous Drug Act (Sections 29000 
29043) regulating possession and distribution of hypnotic and sedative 








2 Unless otherwise indicated, section ref- * Statutes 1935, Deering’s General Laws, 
erences herein are to the Health and Act 3796, page 1123: CCH LIQUOR CON- 
Safety Code. TROL LAW REPORTS ‘ 7026-7367. 
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drugs, sulfa drugs, gland extracts such as thyroid extracts, their prod 
ucts, and synthetics, and proscribing illicit traffic therein; the Poisons 
Act (Sections 20700 to 20808) regulating arsenicals, cyanides, fluorides, 
compounds of iodine, mercury, phosphorus, certain acids and ethers, 
methyl alcohol, and formaldehyde, to name a few. 

Certain occupational licensing statutes also relate to the general 
subject of food and drugs, such as those in the healing arts and 
pharmacy, which proscribe the professional use, dispensation or pre- 
scribing of drugs by unqualified persons, and proscribing advertising 
of certain types, such as of abortifacients, products or services relating 
to certain diseases, impotency, and others, and the untruthful adver- 


tising of professional services (Section 75,000 and following). 


Compared with other jurisdictions, the California statutes appear 
quite adequate as to coverage. The only general criticism that might 
be made is that the several statutes should be recompiled in a single 
code to cover, as nearly as possible, all the related subjects with the 
resultant uniformity of definition, description of permitted and pro- 
hibited acts, elimination of duplication and overlapping of both stat- 
utory coverage and administrative function in enforcement, and to 
clarify further the law applicable to “border line” transactions. 

Certain of these regulatory statutes are relatively new,” were 
hastily enacted, and require extensive revision, as enforcement expert- 
ence indicates the need for modification, or extension, and interpreta 


tion discloses ambiguities. 


Responsibility for Administration 

The administration and enforcement of the several statutes relat- 
ing to food, drug, and cosmetic transactions are distributed among 
several state agencies. The primary enforcement responsibility, through 
criminal prosecution, of all statutes is imposed on the district attorneys 
of California’s 58 counties. The Attorney General of California, by 
constitutional and statutory provisions, is given general supervisory 
authority over all law enforcement agencies,® including the district 
attorneys and local prosecutors in all categories, The Attorney Gen- 








* Such as the Horse Meat Law (Sections cotic Act, is in the State Department of 
28000-28015) Justice, of which the Attorney General 
* The Division of Narcotic Enforcement, is chief 
charged with the enforcement of the Nar- 
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eral is also the official adviser of the Governor, the Legislature and the 
several state agencies exercising administrative and enforcement juris- 
diction in the field of food, drugs, and cosmetics, and, in this connec- 
tion, prepares and publishes formal opinions on matters determined 
to be of substantial interest to public officers and the public (published 
since 1943 and cited as “Ops. Cal. Atty. Gen.,” now in the 14th volume). 
The Attorney General is also the statutory counsel for such officers 
and agencies and for the state itself in all civil litigation and special 
proceedings, and represents the state in all criminal appeals and 
special proceedings before the supreme court and the district courts 
of appeal. 


The principal administrative and enforcement agency for the basic 
food and drug laws is the State Department of Public Health, which 
enforces the basic food and drug statutes, adopts standards and toler- 
ances, and has primary investigative responsibility in discovering vio- 
lations and developing proof in criminal prosecutions and civil 
litigation for the condemnation of adulterated or misbranded food and 
drug products. 


The Department of Agriculture has enforcement responsibility 
under most of the provisions of the Agricultural Code, which generally 
relates to farm products prior to processing and packaging, and deter- 
mines standards and tolerances, and engages in investigations and 
enforcement and other activities relating to production and marketing 


of dairy products. 


The division of authority and function, as between the State 
Department of Public Health and the Department of Agriculture, with 
regard to subject matter in which they both have authority, is roughly 
based upon the stage of processing of the particular food product or 
raw material; the Department of Agriculture is concerned with the 
natural food product prior to substantial processing or packaging, with 
the principal exception of dairy products; and the processing and 
marketing of prepared food products intended for the consumer is 
primarily the concern of the State Department of Public Health after 
the processing of the natural or raw material has commenced. With 
regard to the food and drug acts, the latter department exercises sub- 
stantially all administrative and enforcement authority. 
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The State Department of Public Health consists of the State 
Board of Public Health, the Director of Public Health,’ and “such 
divisions as are or may be necessary for the prevention of disease, the 
prolongation of life and the promotion of the physical health and 
mental efficiency of the people of the state” (Section 101, Health and 
Safety Code). 


The Board consists of the Director of Public Health and seven 
other members, six of whom are required to be practicing physicians 
and one who is a practicing dentist. The Director is the executive 
officer of the department and exercises the administrative and execu- 
tive functions thereof, the Board having reserved to it by statute the 
power to “adopt, promulgate, repeal and amend rules and regulations 
consistent with law for the protection of the public health,” issue 
licenses and permits, hold hearings, advise the Director in the per- 
formance of his duties, and “formulate any general policies affecting 
public health” (Sections 100-116). 


The Bureau of Food and Drug Inspections 
Within the Department has been established the Division of 
Environmental Sanitation, and within it the Bureau of Food and Drug 
Inspections,® which has the responsibility for enforcement of the food 
and drug laws, including those relating to food processing, canneries, 
inspection, and similar requirements of the Health and Safety and 
Agricultural Codes, and other statutes relating to food and drugs. 


The Bureau has been delegated the functions of the department 
in this field, except those of adopting formal rules and regulations and 





“‘4. Inspection of manufacturers, whole- 


* Unless otherwise indicated, references 
salers, and distributors of food and drug 


herein to ‘‘Department,’’ ‘‘Board,”’ and 





“Director’’ are to these agencies. 

’ The Fortieth Report (1947-1948) of the 
Department indicates the scope of the prin- 
cipal activities of the Bureau as follows: 

‘“‘Most of this bureau's programs are 
continuous and operate in all parts of 
the State. Principal activities may be dis- 
tinguished separately as follows: 

‘1. Prevention of the sale of adulterated 
products involving health. 

“2. Prevention of the sale of adulterated 
products involving filth and decomposition. 

“3. Detection of violations involving eco- 
nomic cheats, such as liquor refilling, de- 
ceptive containers, short measure, mis- 
branding, false advertising. 


California Food and Drug Acts 


plants for compliance with sanitary re- 
quirements. 

‘5. Inspection of egg products (dried 
eggs, frozen eggs) imported into California. 

“6. Supervision of the disposition and 
Salvage of foods or drugs damaged by 
fire, water, or the depredations of insects 
and rodents. 

“7. Enforcement of regulations govern- 
ing wine. 

“8. Licensing of cold storage, walnut 
shelling, bottle sterilizing and olive oil 
plants. 

“9. Advisory service on labeling require- 
ments of the California Pure Food and 
Drugs Act."’ 
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issuance of licenses and permits, the latter being ordered by the Board 


upon the investigation and recommendation of the Bureau. 


The Bureau prepares and recommends regulations, standards, tol- 
erances, and inspection policies for consideration by the Board, and is 
responsible for investigation and presentation of evidence in support 
of its proposals or with regard to regulatory matters submitted and 
proposed by others.® 


In addition to the preparation of formal rules, standards, and tol- 
erances for adoption by the Board, ‘the Bureau also promulgates an 
advisory “Sanitation Manual,” for the advice of the food and drug 
industries and its own inspection staff, in the maintenance and inspec- 
tion of canneries or other food processing or handling establishments, 
and informative or advisory bulletins from time to time on interpreta- 
tion and enforcement matters for the assistance of the food and drug 
industries. 

The Chief of the Bureau,'® or a member of its staff designated by 
him, conducts the investigative hearings contemplated by the food and 
drug acts (Sections 26338-20342 and 26562-20506, respectively) upon 
cases of suspected adulteration or misbranding and certifies his findings 
to the district attorneys for prosecution of violations disclosed by the 
investigation." 

The Department mzintains the State Laboratory in which is con- 
ducted a food and drug laboratory under the supervision of the Bureau 
for the analysis of foods, drugs, cosmetics, and devices. 

The extent of the Bureau’s activities is statistically indicated by 
noting that it conducted 15,534 individual inspections of food and drug 
manufacturing, processing, and marketing establishments, maintained 
product inspection during processing and canning of more than 27', 
millions of cases of packaged foods, brought about and super- 
vised the destruction, under agreement or judgment, of two and a 
quarter million pounds and four and a quarter million barrels, bottles, 
cans, and miscellaneous containers of foodstuffs, 1,688 bottles of adul- 
terated and misbranded drugs, and nine truck loads of absolute, sub- 





*Under California's Government Code ” Mr. Milton P. Duffy, whose contribu- 
(Section 11425) ‘‘any interested person tions in this field are well known to the 
may petition a state agency requesting food and drug industries, has occupied 








the adoption or repeal of a regulation,"’ this position since its creation. 

which would include any regulation estab- 1 See Sections 301-305 of the Federal 
lishing any standard or tolerance relating Act: United States v. Dotterweich, 320 
to food and drugs. U. S. 277, 278 
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standard, and damaged drugs, and undertook 1,684 investigative 
hearings upon suspected adulteration and misbranding of foods and 
drugs during the fiscal vear 1948-1949 (Forty-First Report of the Depart- 


ment, pp. 21-25). 


Enforcement by Criminal Prosecution 

The California rule of decision is that, in prosecuting violators of 
the food and drug statutes, it is not necessary to show knowledge of 
wrong-doing or even a conscious or knowing violation, and authorizes 
the imposition of vicarious liability for violations committed by a 
partner or employee."” 

The problems of enforcement by criminal prosecution are chiefly 
practical and those of statutory construction, as there can be no 
reasonable doubt as to the constitutionality of these enactments. How- 
ever, considerable litigation is undertaken to defeat and delay enforce- 
ment on the theory that these acts are “sought to be unconstitutionally 
applied.” 

A recent example of such a case is that of Downing v. California 
State Board of Pharmacy, 85 Cal, App. (2d) 30, 192 P. (2d) 39 [CCH 
Foop DruGc Cosmetic Law Reports § 85,111], wherein the plaintiffs, 
who had been charged by agents of the Bureau with conspiracy to 
distribute an unlabeled drug known as “Downing Solution” in viola- 
tion of Sections 26244 and 26280, brought an action to enjoin the 
pending prosecution and further arrests of plaintiffs upon future dis 
tribution of the solution, After an extended hearing of testimony the 
trial court issued a preliminary injunction which ordered the Depart- 
ment and Director, Bureau, and other defendants to refrain from 
arresting or interfering with the plaintiffs in 

manufacturing, producing, preparing, compounding, packaging or supplying 
Downing Solution, described in the complaint on file herein, to licensed physicians 
and surgeons for the purpose of administering said solution to such persons 
suffering from diseases and pathological conditions, including cancer, and in 
such manner as said physicians and surgeons may select and determine, in ordet 
that said physicians and surgeons may conduct a series of controlled clinical tests 
to ascertain the efficacy and merits of said solution. 

An appeal was taken from the preliminary injunction and it was 
reversed for the reason that the trial courts were without jurisdiction 





22 In re Marley, 29 Cal. App. (2d) 525, App. (2d) 775, 779: Mantzoros v. State 
531; In re Casperson, 69 Cal. App. (2d) Board of Equalization, 87 Cal. App. (2d) 
441, 444: People v. Schwartz, 28 Cal. 140, 144; 39 California Law Review 583. 
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“to permit even the limited violation” of the labeling requirements of 
the drug act in the distribution of the solution for the purpose of “tests 
of the efficacy and merits of said solution,” or otherwise. 


The constituents of the solution were undisclosed and unknown, 
but were subsequently shown to be ordinary table salt and turnip juice 
(Forty-First Report of the Department, p. 23) and, naturally enough, 
the plaintiffs did not submit it for investigation as a “new drug” under 
either the federal or state acts (Section 26288). Notwithstanding, 
quantities of this material had been sold in several parts of the state 
upon representation as a cure for cancer, one purchaser having paid 
more than $1,600 for a small quantity.** 


Enforcement by Quarantine and Destruction 


Quarantine and restraint of materials suspected of adulteration 
or misbranding may be imposed for probable cause, without a court 
order, and with or without prior laboratory analysis (Sections 260300- 
26363 and 26580-26583). In the vast majority of cases, the violations 
are not deliberate and the conditions are voluntarily corrected as 
directed by the Bureau, or, if incorrectible, by voluntary destruction 
of the nonconforming products. In cases where the facts are in doubt 
or disputed in good faith, laboratory analysis is made and, where sup- 
portive of violation, an investigative hearing is held. If the hearing 
indicates a violation and the condition is not voluntarily corrected or 
an agreement for the destruction of the subject matter reached, the 
findings of violation are certified by the Chief of the Bureau to the 
district attorneys for prosecution and to the Attorney General for 
institution of proceedings for an order of destruction or reprocessing, 
relabeling or other corrective action found suitable by the court (Sec- 
tions 26364-26366.5 and 26584-26587). 


In such condemnation proceedings there remain a number of 
unsettled legal questions. The most frequently presented issue is the 
right of an “intervenor,” having no interest in the defendant property, 
to participate in the trial of the cause. Usually, such “intervenors” 
are the immediate sellers of the product who have sold the adulterated 
or misbranded articles to their present owners or possessors. The 
intervenor’s interest is usually that of avoiding liability under warran- 





13 Neslen v. Board of Public Health, 70 
Cal. App. (2d) 202; 160 P. (2d) 862. 
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ties to the owner and he seeks to try that case in the condemnation 
proceeding. In some instances, the asserted purpose is that of “pro- 
tecting” the name and commercial standing of the defendant articles. 
In these cases, all such issues are extraneous and, in nearly all of them, 
the intervenor’s purpose is to delay or prevent a full hearing on the 
merits of the condemnation proceeding. 

It is the writer’s view, and the position asserted by the state, that 
such intervenors are not proper parties and all such issues are 
extraneous and immaterial. The trial courts have generally ruled 
favorably to this view, but to date there have been no direct holdings 
by the appellate courts of the state. 

Whenever such intervenors indicate a desire to present additional 
admissible evidence bearing upon the condemnation issues, objections, 
based upon the lack of standing of the intervenor, have been waived. 

Another collateral maneuver frequently attempted in food con- 
demnation cases (by the claimant-owner having a statutory right to 
defend in behalf of the defendant article) is that of seeking a provision 
usually to the claimant’s immedi- 


, 


in the judgment permitting a “sale,’ 
ate seller in settlement of the breach of warranty asserted, or “for 
export.”” In the writer’s view, the former is contrary to these statutes, 
except in the case of a genuine and antecedent recision of the sale 
contract, and the exception for export in the food act (Section 20512) 
is altogether inapplicable where the product was not manufactured in 
response to specific binding purchase contracts or orders and bona fide 
specifications of quality standards submitted in advance of manufac- 
ture, invariably absent." 

In a pending case,'® the trial court has for the first time in this 
state made a conditional order abating the condemnation proceeding 
because the investigative hearing contemplated by Sections 26564- 
20506 of the food act had not been completed. In that case several 
quantities of material labeled as whiskey had been quarantined and 
such investigative hearing undertaken, certain claimant-owners agreed 
to an acceptable disposition and the hearing was continued several 
times at the request of the instant claimant. Pending these continu- 
ances, it was discovered that the instant claimant had sold a portion 








™% Compare: United States v. Kent Food 1% People v. 644% Cases Glendale Blended 
Corporation, 168 F. (2d) 632, 634 [CCH Whiskey, San Francisco Superior Court 
FOOD DRUG COSMETIC LAW REPORTS __ No. 391530. 
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of the quarantined articles, for which he was convicted and fined. The 


remaining articles were again quarantined and the condemnation pro- 
ceeding instituted. This holding appears unsound as the investigative 
hearing has no bearing upon issues in the condemnation proceeding 
or jurisdiction of the court, even under the “exhaustion of administra- 
tive remedy” theory.'® The state has moved the vacation of the order 


and will press the matter to an authoritative determination. 


In 1947, the provisions of the food and drug acts for condemnation 
(Sections 26586, 20586.5, 26366, and 26366.5) were amended in several 
particulars, including that of authorizing the owner of articles quaran- 
tined and detained for more than 30 days to bring an action to deter- 
mine whether they were in compliance with applicable provisions of 
these acts and, upon an affirmative determination, ordered released. 
While such provisions appear unnecessary, both practically and legally, 
no practical difficulties are anticipated (only one such action has been 
instituted) since the state may cross-complain for condemnation. 

However, other of the 1947 amendments and another added in 1949 
are insupportable; for example, the provisions of Sections 2605860 and 
26306 that the court hearing a condemnation proceeding or, inversely, 
the proceeding for release of quarantined articles, loses jurisdiction of 
the action 60 days after the proceeding has been set for hearing, is not 
only impractical,’ but also unconstitutional under the California Con- 
stitution (Mojave, etc. District v. Superior Court, 202 C. 717; Covert v. 
State Board of Equalization, 29 C, (2d) 125, 132, 173 P. (2d) 545). 

The 1949 amendments of Sections 26306 and 20586 providing for 
an apparently automatic and mandatory release of quarantined articles, 
if a condemnation proceeding has not been commenced within 90 days 
after such articles were quarantined, are unsound and might prove 
mischievous in some situations. 

If the suggestion that the investigative hearing under Sections 
26340 and 20564 must be concluded before the condemnation proceeding 
can be maintained, and this “automatic” release provision were inter- 
preted literally, the substantive provisions and beneficent purposes of 





% Compare: United States v. Dotter- FOOD DRUG COSMETIC LAW JOURNAL 
weich, 320 U. S. 277, 278: United States 81] 
v. 94 Dozen Bottles, etc., 51 F. (2d) 913, 17 Tronically, in the first case wherein the 
914: Mytinger & Casselberry, Inc. v. Ewing limitation was applicable it would have 
et al., 87 F. Supp. 650 [CCH FOOD DRUG been invoked against one of the principal 
COSMETIC LAW REPORTS ‘7136: 5 sponsors of the particular amendment. 
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these acts could be frustrated and, in many instances, by delays induced 
by the very persons shown to have violated the laws involved. 


The writer is confident that these provisions will not be so inter- 
preted and applied by the California courts as to defeat the substantive 
requirements of the food and drugs acts; that such quarantines will not 
be held to lapse by passage of time or that, if necessary, successive 
quarantines could not be imposed. To date these provisions have not 


been invoked and early amendment is expected."* 


Recent condemnation proceedings have involved applications of 
substantive provisions of the food act of considerable significance. In 
the case of People v. 748 Cases of Life Saver Candy, 94 Adv. Cal. App. 
627, 211 P. (2d) 383 [CCH Foop Druc Cosmetic Law Reports § 85,121], 
the question was whether a standard and reputable food product became 
a proper subject for condemnation and destruction upon deterioration 
from age, heating and moisture, and resultant loss of flavor, lustre, 
and some inversion of sugars brought about by shipment and storage 
in the tropical Pacific for contemplated use by armed forces personnel 
during World War II. The appellate court held that such articles 
were in fact adulterated and reversed a judgment directing the release 
of a portion of the defendant articles.’* The well-written opinion not 
only provides an authoritative construction of the adulteration and 
misbranding sections but, also, declares that these acts are designed 
to prevent fraudulent practices, reading in part: 

Claimant’s testimony was almost entirely devoted to showing that these 
candies were fit for human consumption. As already pointed out, that is not 
the sole test as to whether they are adulterated. If they are decomposed, as 
that term is used in the statute, that is all that is required. 

* * * 
Tested by these standards, and there is no indication that the term was used 


with any different meaning in the statute, these Life Savers, based on claimant's 





1% Substantial revision of the provisions ” The state advanced a further basis 
for instituting and trying such condemna- for forfeiture in that the defendant had 
tion proceedings under these acts has been already been surveyed and condemned as 
recommended The writer believes that food for human beings by Federal mili 


most of the procedural steps and require- tary authorities and sold for denaturing 
ments of the forfeiture provisions of the and use as animal feed, only, and the 
Narcotic (Sections 11610-11629) and Alco- instant claimant was on notice and could 
holic Beverage Control Acts (Section 52: not, therefore, acquire any property inter- 


CCH LIQUOR CONTROL LAW REPORTS _ est in defendant as a food for human con- 
CALIFORNIA {| 7289-7298) are better sumption. 

adapted to this type of litigation than the 

present provisions derived from proceed- 

ings in admiralty. 
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and upon uncontradicted testimony, were adulterated in the sense that they were 
decomposed. 


* * * 


There would also seem to be no reasonable doubt but that these candies were also 
misbranded within the meaning of Section 26490(1) in that “its labeling is false 
or misleading in any particular.” The label “Life Savers” stands for a certain 
quality and type of goods. To represent as “Life Savers” a product in which 
the sucrose sugar has become invert sugar, that is stale and lost its flavor, is to 
misrepresent or to misbrand the product. Likewise, to represent as “Pep-O-Mint” 
or “Wint-O-Green” candies that no longer have those flavors, is to misrepresent 
the nature of the product. 

. * * 

It would be an entirely too narrow interpretation of the act to hold that such 
a product may be sold to the public without violating the statute, which is aimed 
at not only preventing the manufacture and sale of contaminated and harmful 
foods, but also is aimed at preventing fraud in such sale and manufacture. Under 
the uncontradicted evidence, the fraud here involved was a clear violation of 
the provisions of the statute, and the candy should all be destroyed. 


In another proceeding, the issue was the interpretation and appli- 
cation of Section 26470 to a peach brandy containing methanol,*° 
reading in part: 


A food shall be deemed to be adulterated: (1) If it bears or contains any 
poisonous or deleterious substance which may render it injurious to health; but 
in case the substance is not an added substance such food shall not be considered 
adulterated under this clause if the quantity of such substance in such food does 
not ordinarily render it injurious to health; 


The principal issue was the meaning of “ordinarily.” As ordinarily 
used as a beverage would such a potable alcoholic beverage be injuri- 
ous to the health of the person consuming the beverage? At its nar- 
rowest focus, the question became: Does “ordinarily” mean, as argued 
by the claimant, use of such brandy as an after dinner drink of one 
to three ounces, or, as argued by the state, use as an alcoholic beverage 
according to the taste of the individual drinker in much larger quanti- 
ties with the resultant ingestion of sizeable amounts of methanol, 


‘ 


tacitly conceded to induce at least “subtle” changes in the nervous 


system, particularly the optic nerve of sensitive persons? The trial, 
restricted to expert testimony (including a purported human experi- 


* The case was tried on the agreed as- duced from sound fruit during fermenta- 
sumption that the brandy contained up tion and distillation, and was not related 
to 85 per cent of methanol. The presence to these processes. He further testified 
of more than a trace of methanol was that he could produce methanol in similar 
never explained. The state’s food tech- percentages, experimentally, only by the 
nologist testified that not more than one addition of a mold extract and that the 
fifth to one quarter of such percentage Stated amount exceeded the amount po- 
of methanol could not be normally pro- tentially present in sound ripe fruit. 
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ment of the claimant but not observed in behalf of the state), con- 
sumed three weeks, but, unfortunately, did not result in an authoritative 
determination. The judgment of the trial court was adverse to the 
state and an appeal was taken, but the claimant stipulated to have the 
brandy destroyed, leaving undetermined the effect to be given to the 
“ordinary” use of a food in this respect. It appears, however, that the 
immediate controversy is unlikely to recur and, as a practical matter, 
the extended trial and the ultimate outcome has prevented such pos- 
sible injury as may have inhered in the distribution of such brandy 
for unrestricted use containing, unannounced, a measurable quantity 
of methanol. 


The Adoption of Standards 


The promulgation of rules and regulations by the Department, 
including those setting forth standards of quality, fill of container, and 
the like, are substantially similar and, in most cases, identical with 
those adopted under the Federal Act. Procedurally, the hearing, evi- 
dence, findings, and other details are controlled by the Government 
Code (Sections 11370-11427). While this procedural statute is rela- 
tively new, no serious difficulties of interpretation have been disclosed. 

This Code (Section 1140) expressly authorizes a declaratory judg- 
ment as a means of judicial review of administrative regulations under 
the Code of Civil Procedure (Section 1060), and the scope of this right 
to review is not settled.”" 

It may not be assumed, however, that this statute supports an 
attack upon a regulation by anyone choosing to test it, without having 
sustained a direct and specific injury or threatened injury resulting 
from the adoption and enforcement of the regulation.*? [The End] 














77 Compare: Hunt v. State Board of court granted the agency's motion for 
Chiropractic Examiners, 87 Cal. App. (2d) judgment on the pleadings, based on the 
98, 196 P. (2d) 77; Blatz Brewing Com- theory that such regulations can not be 
pany v. Collins, 88 Cal. App. (2d) 438, so tested unless it is alleged that the 
199 P. (2d) 34. plaintiff is directly affected by specific 

2 The writer is presenting a case for application of the regulation to the affairs 
another state agency in which the trial of the plaintiff. 
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ORGANOLEPTIC EXAMINATION 


of Processed 


THE INSPECTOR FOR THE FDA MUST DEPEND ON HIS SENSES, 
MAINLY TASTE AND SMELL, IN HIS SEARCH FOR DECOM PO- 
SITION IN CANNED, FROZEN, AND DRIED FOODS .. 





HE FOOD, DRUG, AND COSMETIC ACT considers a food 


adulterated if, among other things, “it consists in whole or in 

part of any filthy, putrid, or recomposed substance.” The Act 
does not undertake to define such a substance nor does it tell us how 
putridity or decomposition may be recognized. This omission is gen- 
erally not serious when we are dealing with foods shipped and sold 
in the raw state, except when the food is one with which the consuming 
public has had no opportunity to become well acquainted in the fresh 
raw state, such as raw shrimp sold in inland markets, or where the 
decomposition is not apparent on casual inspection, such as frost 
damaged fruit or vegetables. Because its facilities are unequal to the 
task of giving complete coverage to all forms of violations, the Food 
and Drug Administration has concentrated on the correction of those 
decomposed foods which results in the greatest consumer protection. 
Consequently, it has not devoted much activity to raw products sold 
as such, feeling that consumers are fully able to recognize and protect 
themselves from such products as rotten potatoes, moldy oranges, and 
the like, so dispensed that the housewife may “know the score” before 


she takes it home. 


Examination of Processed Foods 


The situation is entirely different when we consider food products 
which have been processed in such a way as to change, to some degree, 
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the appearance and other characteristics of the original raw material. 
A moment’s reflection will illustrate this: apples obviously rotten may 
find their way into apple butter, where their true character is not 
apparent. Ever since the days of the 1906 Act, the Administration 
regularly has devoted a substantial portion of its energy to developing 
ways and means of detecting the presence of unfit raw material in 
processed food products. As one might expect, this task has been 
relatively simple with some foods and extremely difficult with others. 
I shall not discuss those instances where the physical evidence of rot- 
ten raw material is still to be found and recognized in the finished 
product. There it is merely a matter of isolating the affected tissue, 
identifying it, perhaps under the microscope, and evaluating it. This 
sounds deceptively simple and brings to mind the reply of the small 
boy who was chided by his father for letting a “mere” girl outdo him 
in some school activity: “But, Dad, girls aren’t as ‘mere’ as they were 
when you went to school.” Conceding the difficulty and the importance 
of developing this approach to the problem, I want to give attention 
to those occasions when such objective methods of disclosing the use 
of objectionable raw material are not available. Then we must rely 
on the subjective examination of “experts” having only the finished 
product available for study. This type of examination is handicapped 


by the impressive name, “organoleptic,” an esoteric term for a com- 


monplace practice of using the five senses, but mainly tasting and 
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smelling. Simple though they are, these methods give trustworthy 
results when used by properly trained and experienced analysts. 


Organoleptic Examination of Canned Tuna 


Let us consider a few specific examples wherein we have to rely, 
to a very large extent, on organoleptic examination to enforce the pro- 
visions of the Act against food which is adulterated because of the 
presence of a putrid or decomposed substance. The first one that 
comes readily to mind is canned tuna.. The fishing boats of the tuna 
industry sometimes have to go many hundreds of miles to make a catch. 
Although the fish are promptly iced after catching, breakdowns and 
other unforeseen delays sometimes occur which result in the delivery 
of fish to the cannery which, to put it gently, are no longer in the 
springtime of their quality. A careful examination by just about 
anyone would disclose that spoilage had taken place in some areas, 
perhaps extensive areas, of some of these fish. The evidence of 
spoilage, the odor, would be so offensive as to cause anyone not an 
outright scavenger to reject them for food. Nevertheless, if the packer 
is so unmoved by aesthetic considerations, or so pressed by circum- 
stances, as to go ahead and can them, he can depend on the canning 
process to aid and abet him in his iniquity. For the fish is first given 
a long, slow baking. It is then broken up, placed in cans with added 
oil, sealed, and subjected to another long cook at high temperature 
under pressure. This results not only in a part of the original odor 
being dissipated and lost, but the odor which remains is so changed in 
character as to be, in many cases, no longer recognizable by the 
unskilled consumer as connoting decomposition. 

To rescue the consumer from this predicament, certain of our 
analysts have trained themselves to recognize and identify the odor of 
canned tuna prepared from spoiled fish. For this, they take raw tuna 
in various stages of decomposition, obtained either directly from the 
fishing boats or by allowing sound tuna to decompose spontaneously. 
The analysts assure themselves of the fact and the extent of the 
decomposition, put this material through the regular commercial can- 
ning process, and then very carefully and very critically study the 
canned product to learn any difference in odor and appearance between 
their “authentic” packs of spoiled tuna and other packs of sound tuna, 
equally authentic, made at the same time. Most individuals can learn 
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to do this with patient effort, though perhaps not always to the same 
degree of proficiency. Many of our people have done so, studying 
numerous other foods besides tuna. I have chosen tuna merely by 
way of illustration; there is no implication in these remarks that the 
packing of decomposed tuna is a commonplace practice, which it 
definitely is not. 

Organoleptic Process 


One of our experts with a very highly trained sense of smell has 
had this to say about the way in which odors can be recognized and 
remembered: 


To be able to recognize an odor there must be in the mind (memory) an 
association between the sensory experience of the particular odor and the thing 
itself, which is impressed to such a degree that each calls up the other auto- 
matically, A single association may suffice, if a deep enough impression has 
been made upon the mind by the particular incident associated with the odor. 
Such deep impressions are usually the result of emotional stress. For instance, 
some dramatic event may so impress upon the mind, an odor, a sound, a color, or a 
scene that, whenever the sensation is met with, the event immediately comes to mind. 

Repetition is, however, a more practical means of deepening an impression 
upon the mind (memory). No one can be expected to recognize an odor which 
he has never experienced before, but he should be able to do so after experiencing 
the sensation a sufficient number of times. The number of times a sensation 
must be experienced to fasten it in the memory varies inversely with the con- 
centration of the mind (attention) upon it. If the observer can control the mind 
(attention) to the proper degree, once is enough, Such control is aptly illustrated 
by a story from Hindu mythology. Basha, the tutor of the five sons of the 
King Pandu, decided to test their proficiency. On the bank of a pool of water 
in a forest glade he erected a pole, and surmounted it with a wooden image of a 
fish. Each pupil in turn was given a bow and arrow and told to shoot, using the 
eye of the fish as his target. When he was about to let the arrow fly, Basha said, 
“Hold, tell me what do you see?” The first four described in detail the pool, the 
trees surrounding the glade, the pole with the image of a fish, and all its char- 
acteristics. When it became the turn of Arjuna, the youngest son, his answer 
differed from the others. Arjuna said, “Master, I see the eye of a fish.” Basha 
replied, “For you alone, my teaching was not in vain.” The Hindus call such 
complete concentration “samyama” (pronounced “song-jamma” in case you are 
not a Hindu): to fasten the mind on one object to the exclusion of all else. 


Precautionary Principles 


After an individual has trained himself to recognize the odors and 
other telltale signs of the use of unfit raw material in any processed 
food, there are certain precautionary principles he must bear in mind 
in interpreting what he sees, smells, or tastes. To do justice to all 
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parties, he must call nothing “decomposition” which does not recall a 
vivid memory of the same sense-reactions he received from an identical 
food product where the collateral circumstances left no doubt in any- 
body’s mind that there was decomposition. Unless there is this mental 
tie-up he is enjoined (to paraphrase Whistler), “Don’t say it’s decom- 
position, say you don’t like it.” 

Nor will the qualified examiner allow the fact that he doesn’t like 
the odor to upset his judgment. He is dispassionately seeking odors 
which he can identify qualitatively as characteristic of decomposition 
in the product under scrutiny. In the light of his experience and train- 
ing, he estimates the degree of decomposition from the intensity of 
the odor. 


Evaluating Decomposition 


When I speak of decomposition, I am referring to real, genuine, 
substantial decomposition, not that which has been called “philosoph- 
ical” decomposition, the kind that sets in the moment the life process 
ceases. The Court of Appeals for the Ninth Circuit once described 
it this way: 

Decomposed means more than the beginning of decomposition: it means a 
state of decomposition and the statute must be given a reasonable construction to 
carry out and affect the legislative policy or intent. 

In evaluating decomposition, we try always to keep the common 
touch. Detachment and self-examination are cardinal virtues in an 
analyst doing this work. In the back of his mind must always be the 
question, “What would be the attitude of a good, experienced, practical 
housewife towards the raw material from which this food product is 
made?” If he is conscientious in this approach, he will overlook no 
opportunity to check his judgment from time to time against the 
opinions of others making similar examinations, of cautious manufac- 
turers, and of housewives whom he regards as being not too fastidious, 
yet not too tolerant. 

Furthermore, he must never forget that he is dealing with sense 
impressions, subject to all the uncertainties implied by that term. The 
sensory memories are better with some senses than with others. 
Unfortunately, our sense of smell is supposed to be poor, as well as 
being subject to past emotional experience; and further it is condi- 
tioned by what may have been smelled or tasted just before the test. 
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Time lag, fatigue, drowning-out by stronger odors, and influence of 
suggestion by others are a few of the pitfalls the careful organoleptic 
examiner must be on the alert against. As Dr. White, Chief of our 
Division of Food, once said in discussing this subject: 

Perhaps humility is the helpful attitude here, and “I may be wrong” the golden 
text. But the qualified man will be decisive in his final judgments. He will say 
to himself when he condemns a food: “I have made all possible allowances for 
human frailty and error and I still think the food is decomposed and should be 
condemned.” ; 


Visual Evidences 


Sometimes the examiner may be fortunate enough to have certain 
visual evidences to affirm the verdict of his nose. Decomposition may 
cause the tissue to break down in such a way that characteristic 
changes in its appearance remain, even after processing, to tell the 
story to one who has eyes to see and the wisdom to interpret it. 
Abnormal appearance is very welcome confirmatory evidence for which 
the skilled examiner will be ever on the alert. It is often to be found 
in canned fish products. It also occurs frequently in frozen vegetables 
either when they have been allowed to spoil between harvesting and 
freezing, or when the enzymes have not been properly inactivated and 
enzymatic decomposition has taken place even after freezing. Either 
of these is usually accompanied by a slight change in the color of the 
vegetable. 


Preparation of Authentic Packs 


I have dwelt at some length on the care with which an analyst 
must approach the task of recognizing and interpreting odors and 
other evidences of decomposition. Let me state a few principles which 
we feel must govern the preparation of the authentic packs which are 
for the expert the “source of all wisdom and all knowledge.” These 
are the rocks on which he builds his expertness and, to use a different 
metaphor, the signal to which he listens time and again to assure him- 
self that he is still “on the beam.” In preparing his authentic packs of 
decomposed food, he must strive to duplicate as closely as practicable 
those conditions which ordinarily are responsible for most of the actual 
commercial decomposition previously encountered. Speaking from 
my own experience in preparing many such packs, I can say that he 
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has to integrate between the two limits: what should be done and 
what can be done. He should know the entire history of the material 
with which he is working to be assured that there are no circumstances 
there which would be unusual in the handling of ordinary commercial 
lots of the raw material. In allowing decomposition to take place in 
such material, or in choosing decomposed raw material from a com- 
mercial lot, he should be sure that storage conditions, temperature, and 
contact with other material, among other factors; are those to which 
the product would be normally exposed. In short, he should have as 
his starting point, decomposition of the same type and degree as that 
which results from the hazards of ordinary commercial handling. If 
he can obtain such material from a commercial lot whose background 
is known, so much the better; but that brings me to the other limit: 
what can be done. This often falls short of the goal of utter perfection. 
For, in justice to the industry, I must say that it is not possible to 
walk into a plant with any reasonable expectation of finding decom- 
posed material on hand. On the contrary its occurrence is rare. This 
forces the experimenter to begin with sound material and to allow it 
to spoil before using it. If the conditions of commercial practice can 
be closely simulated, this gives satisfactory results ; but the greater the 
extent to which natural conditions have to be artificially reproduced, 
the more likely some “cruel and unusual” type of decomposition is to 
occur. If this happens, there is nothing to do except discard the 
material and begin anew, either immediately or at some other time and 
place where the circumstances offer more promise of success. 

Having obtained a supply of decomposed material of the kind 
desired, the experimenter is over his worst hurdle; but he now faces 
a very unpleasant task. For he must examine his material carefully 
and minutely, and must segregate different degrees of decomposition 
to be packed and studied separately. Other difficulties can usually be 
cleared away with careful planning. They include preparing a pack 
with such a concentration of the spoiled material as might occur in 
factory practice, sending it through the manufacturing process in such 
a way that it doesn’t contaminate other material (while at the same 
time following the typical manufacturing process), identifying it fuily 


and permanently, and so on. 
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Examination of Frozen Food 


The type of treatment characteristic of the product will determine, 
to quite a degree, the difficulty of discovering and identifying the odor 
of the decomposed component. Freezing has less effect, both qualita- 
tively and quantitatively, than canning or drying usually does. A 
frozen fillet of spoiled fish smells, after thawing, just as spoiled raw 
fish would be expected to smell. Rotten eggs still smell like rotten 
eggs when mixed with good ones and frozen; the effect is merely one 
of dilution. The skilled examiner drills a hole into the mass of frozen 
eggs and critically smells the borings which the drill brings up. 
Warmed somewhat by the friction of the drilling, these release the 
odor which tells him what he wants to know. The difficulty here is 
not so much in detecting the odor as in interpreting it, for the types of 
decomposition in eggs are legion, and the examiner must be familiar 
with them all to meet the conditions I have set forth above before he 


can pronounce it decomposition. 


Decomposition in Canned Food 

Canning, as I have mentioned, sometimes changes the character 
of the odor and often reduces its intensity. Canned rotten oysters 
have a fecal odor that is, if anything, more repulsive than in the raw 
state; canned rotten shrimp have, by comparison, almost a pleasant 
odor. The same thing is true of some types of decomposition on 
canned salmon. Moreover, some odors of decomposition are extremely 
difficult to identify if the offending material, instead of being canned 
alone, has been mixed with other food ingredients, especially the highly 
spiced ones. An example of this might be sardines in mustard sauce 
or tomato sauce, or shrimp in a canned gumbo. It takes an especially 
skilled person to “tune out” the odors of spices, condiments or vinegar, 
and still identify the dim, faint odor that comes like a still small voice 
to tell of initial corruption. 


Examination of Dried Foods 


Drying is perhaps intermediate between freezing and canning in 
the effect it has on odor and the other signs of decomposition. Usually 
the character of the odor is littlhe changed by the drying process, 
but the intensity may’be greatly diminished, sometimes to the vanishing 
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point. This is to be expected when we consider that odors are by their 
very nature volatile, and that drying is the removal of volatile sub- 
stances. So we find, in dried eggs, that the presence of fairly large 
proportions of unfit eggs can not be readily detected by examining the 
dry powder. Only after the dried eggs have been moistened and 
warmed do they emit the incriminating odor. As with canned foods, 
the problem of detection is often complicated by the addition of other 
ingredients which suppress or disguise the odor of decomposition ; for 
example, smoked herring or salted codfish. But here again, persistent 
study and a highly trained sense of smell will enable the examiner to 
ferret out decomposition when it is there, certainly in its grosser stages. 


Search for Chemical Methods of Analysis 


In this article I have dealt with those circumstances where the 
analyst detects the presence of decomposition by sight and smell, 
assisted perhaps by taste, which is largely an extension of smell. 
Before closing I should mention that in the Food and Drug Adminis- 
tration we are trying constantly, and with some success, to fortify our 
organoleptic methods with chemical ones. The technique is to make 
chemical analysis of authentic packs, both sound and decomposed, in 
an effort to find some substance which, because it is a by-product and 
an inevitable result of the metabolism of the microorganisms that 
cause spoilage, has diagnostic value. To be helpful, a substance must 
be present in determinable amounts in the spoiled product, but absent, 
or practically so, in the good food. We have found quite a number of 
such substances and are using them to give weight to our organoleptic 
findings. We have not yet sought to use these alone to support a 
charge of decomposition, but have found them helpful in support of 
the expert’s testimony that he can recognize an odor in the processed 
food product which to him connotes decomposition of such a degree 
that any layman would have recognized and rejected it in the original 
raw material. We hope, with continued research, to increase the fre- 
quency with which the chemist can be the ally of the organoleptic 
examiner in our fight to clear decomposed foods from the channels 
of trade. [The End] 
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DECERTIFICATION 
OF ANTIBIOTIC DRUGS 


« « « « « BY WILLIAM R. JESTER 


THE RATE OF RECALL OF ANTIBIOTICS INDICATES 
THAT SPECIAL CONTROL IS NEEDED UNTIL METHODS 
FOR MANUFACTURE AND TESTING ASSURE SAFETY 





HE REASONS for and the legislative history of Sections 507 

and 502 (1) of the Federal Food, Drug, and Cosmetic Act are too 

well known to the readers of the Foop Druc Cosmetic Law Jour- 
NAL to repeat here. Suffice it to say that Section 507 directs the Federal 
Security Administrator to promulgate such regulations to provide for 
the certification of batches of drugs composed wholly or partly of any 
kind of penicillin, streptomycin, aureomycin, chloramphenicol, or .baci- 
tracin, or any derivative thereof, “as necessary to adequately insure 
safety and efficacy of use.” Under the provisions of Section 502 (1), 
a drug composed wholly or partly of any of these antibiotics, or any 
derivative thereof, is declared to be misbranded unless it is from a 
batch with respect to which a certificate or release has been issued pur- 
suant to Section 507, unless it is exempt by regulations promulgated 
by the Administrator. 


When Section 507 was drafted, it was recognized that a certifica- 
tion type of control for any drug should continue only as long as the 
drug is unusually important to the public health and such control is 
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necessary to insure its safety and efficacy of use. From this conclusion 
there evolved subsection (c) which reads: 

Whenever in the judgment of the Administrator the requirements of this 
section and of Section 502 (1) with respect to any drug or class of drugs are not 
necessary to insure safety and efficacy of use, the Administrator shall promulgate 
regulations exempting such drug or class of drugs from such requirements 
No other phase of Section 507 has evoked more discussion by spokes 
men of the antibiotics industry than this subsection. Their conclusions 
are that its language is too broad and indefinite and that it should be 
clarified by writing into the statute specific criteria for decertification. 
This paper presents from the files of the Food and Drug Administra- 
tion a few experiences with antibiotic drugs which should be thoroughly 
examined when considering a statutory meaning of the words “safety 


” 


and efficacy of use. 


Importance of Antibiotic Drugs 


Surely no other class of drugs has had a more profound effect on 
the public health than the antibiotics. These products of living organ- 
isms have provided medical science with the most effective weapons 
for combating a long list of serious and crippling diseases, including 
bacterial pneumonia, virus pneumonia, osteomyelitis, meningitis, endo- 
carditis, all venereal diseases, undulant fever, Rocky Mountain spotted 
fever, typhus, amebiasis, Q-fever, tularemia, and tuberculosis. Because 
of their continued importance and wide acceptance by the medical 
profession, more of each is manufactured and used today than ever 
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before. In January 1949, 8.1 trillion units of penicillin salts and 5.78 
million grams of streptomycin salts were certified; in January 1950, 
16.1 trillion units of penicillin and 8.026 million grams of streptomycin 
were certified. The quantities of aureomycin, chloramphenicol, and 
bacitracin that are certified cannot be disclosed since each is produced 
by a single manufacturer, but it can be said that the quantities manu- 
factured of each are increasing. The continued increase in the quan- 
tities used of every one of these drugs is worthy of note when it is 
considered that all are similar in their effects on certain diseases. 


Uncertainty of Assay 

Even in the hands of competent scientists, methods for assaying 
and testing antibiotic drugs continue to produce uncertain and variable 
results. 

From September 11, 1945, the effective date of the penicillin regu- 
lations, until January 1, 1950, there were certified 41,646 batches of 
penicillin. During this same period 423 batches were refused certifica- 
tion. These rejections are not something of the past nor are they con- 
fined to newcomers in the antibiotic industry: during the past few 
months batches of eight of the original 15 basic penicillin producers 
were refused certification. 

From April 4, 1947, the effective date of the streptomycin regula- 
tions, until January 1, 1950, there were 4,000 batches of streptomycin 
certified and 43 batches refused certification. Included in these rejec- 
tions were batches that were manufactured by eight of the nine com- 
panies which have produced this drug. Batches of two of the six 
current primary streptomycin manufacturers have been refused cer- 
tification since January 1, 1950. 

Although the percentage of rejections of penicillin and strepto- 
mycin is small when compared to the number of batches certified, it 
should be remembered that each of the rejected batches, representing 
thousands of containers and many more thousands of doses, had been 
tested and passed by the manufacturer. 

It has been suggested ' that it may be possible to apply the wealth 
of experience and knowledge that has been gained in the manufacture 


1 Powers, J. J., Jr., ‘“‘Some Aspects of FOOD DRUG COSMETIC LAW QUAR- 
Certification of Antibiotics Under the Fed- TERLY (1949) 337. 
eral Food, Drug, and Cosmetic Act,’’ 4 
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and assay of penicillin and streptomycin to the production of future 
antibiotics and thereby remove the basic reasons for the certification 
type of control. Although this would appear to be a logical conclusion, 
it is not supported by experiences with penicillin and streptomycin. 
One manufacturer who had been manufacturing the salts of penicillin 
for years had four of his first five batches of streptomycin refused cer- 
tification. A second primary penicillin producer had a similar experi- 
ence with his first two batches of streptomycin and shortly thereafter 
discontinued its manufacture. A number of other firms that have had 
no unusual difficulties in manufacturing and testing penicillin have 
encountered many problems with streptomycin. 


Difficulties of Manufacture 


Many unusual manufacturing problems are encountered in the 
manufacture of safe and efficacious antibiotics. When a manufacturer 
goes from pilot-plant to commercial production, new factors may 
appear. One manufacturer of a new parenteral penicillin product sub- 
mitted data showing that his experimental work was apparently sound, 
but his first 16 commercial batches of this drug were nonsterile and 
therefore unsafe for use. 

After having manufactured hundreds of batches of streptomycin 
sulfate, one firm inadvertently produced a number of batches of 
streptomycin acetate. The firm still is unable to explain what went 
wrong with its manufacturing process. 

A batch of amorphous penicillin was refused certification because 
it was found to contain pyrogens (fever producing substances). The 
manufacturer found that all pyrogen-contaminated vials in the batch 
came from one freeze-drying cabinet. The operator had broken the 
vacuum in this cabinet after the drying cycle with nonsterile air, and 
all of the vials in the cabinet had become contaminated. 

Another firm had manufactured crystalline penicillin for several 
years without unusual difficulties in meeting the standard for heat 
stability but it suddenly found that its batches did not comply with this 
standard. What appeared to be minor changes in the manufacturing 
process had resulted in a far less stable drug. _ 

One streptomycin manufacturer had never had a problem in meet- 
ing the limits of the test for histamine. (Histamine causes a fall in 
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blood pressure on injection.) In fact, he questioned the necessity for 
the continuance of such test. A short time ago, however, his batches 
of this drug contained excessive amounts of histamine-like substances. 
On investigation it was determined that again the trouble came from 
what had appeared to be minor changes in the manufacturing processes. 


About a year ago it was found that a number of batches of 
streptomycin prepared by one basic producer were nonsterile and that 
they contained excessive amounts of pyrogenic substances. That plant 
had been invaded by a streptomycin-resistant organism which was 
contaminating practically all finished batches. The plant was forced to 
suspend all manufacturing operations until the invader and its source 
were destroyed. 


Recall of Batches from the Market 


That unusual difficulties are presented in the manufacture of safe 
and efficacious antibiotics is further shown by the recall record. Since 
September 11, 1945, eight of the 15 original basic producers have 
recalled batches of these drugs from trade channels because of sub- 
stantial loss in potency subsequent to certification. Since January Il, 
1950, 13 batches of penicillin drugs manufactured by two original basic 
producers have been, or are in the process of being, recalled from the 
market. 

Experience has shown that the stability of antibiotic drugs, par- 
ticularly penicillin, cannot be determined with certainty by past per- 
formance, nor in all cases can it be ascertained by simulated laboratory 
conditions. For instance, one original basic manufacturer after months 
of investigation could find no flaws in a new type of container that he 
wanted to use for a parenteral form of penicillin, and presented data 
to this effect. Yet, after the drug so packaged had been in commerce 
for a few months, it lost substantial potency, and all distributed batches 
were recalled. A second basic producer’s research division had likewise 
approved and presented data to the effect that a certain type of con- 
tainer for an oral form of drug was satisfactory for use. Here again the 
actual conditions of commerce could not be duplicated in the labora- 
tory, and, as a result, the firm recalled from the market all batches so 
packaged because of low potency. A third basic producer presented 
laboratory storage data showing that a special type of container for a 
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topical preparation would be satisfactory. Yet the drug so packaged 
lost substantial potency in trade channels and all batches were recalled. 
A fourth basic producer recalled from the market all batches of his 
penicillin troches because of low potency. Yet the batches of this drug 
on which he was conducting laboratory stability studies showed the 
troches to be stable. Investigation disclosed that the bottle-capping 
machine was improperly adjusted and did not screw the caps tightly 
enough to prevent moisture from the air entering the bottles. 


If manufacturers who have had years of experience in producing 
antibiotic drugs still produce uncertifiable batches and still continue 
to manufacture batches that are not stable for the effective outdate, 
what can be expected of newcomers to the antibiotic field? A few case 
histories from our files indicate past performance. 


One manufacturer with ten years of experience in compounding 
ointment specialty preparations began the manufacture of the sup- 
posedly simple product, penicillin ointment. It was found that his 
penicillin ointment lost substantial potency in trade channels and all 
batches were recalled from the market. This firm left the antibiotic 
business immediately thereafter. 


An experienced pharmaceutical manufacturer with no previous 
experience in the manufacture of antibiotics began the production of 
penicillin tablets. It was found that within a few months after manu- 
facture his one batch of this drug had lost substantial potency, 
necessitating its recall from the market. This firm also left the anti- 
biotic business. 

A third firm manufactured three batches of penicillin tablets which 
were found to be unstable under conditions of use. These three 
batches were recalled from the market. 


A fourth firm with experience in the manufacture of most of the 
official drug preparations began the production of penicillin ointment 
which was subsequently demonstrated to be unstable and all batches 
were recalled from the market. 

Although it is known that the potency of antibiotics is adversely 
affected by many factors, such as methods of manufacture, other 
ingredients, type of packaging, temperature, moisture, and length of 
storage, it has never been determined why a batch of a drug made one 
day under a certain set of conditions will remain stable for the effec- 
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tive outdate, whereas another batch manufactured by the same manu- 
facturer apparently under the same conditions rapidly loses potency 
in trade channels. Until the reasons for this phenomenon are known, 
the necessity for recalls of the kind described above will continue. 
The provisions of the antibiotic regulations require that complete and 
adequate records of distribution of each batch be maintained and thus 
insure means for the prompt removal of substandard batches from 
the market. 


Conclusion 


The manufacture of uniformly safe and efficacious antibiotic drugs 
now under certification continues to be unusually difficult not only for 
novices in the antibiotic business but also for those with years of 
experience. Until that time when an antibiotic drug is no longer of 
unusual importance to the public health or until the methods for its 
manufacture and testing are such that uniformly safe and efficacious 
batches can be produced by all potential manufacturers, such drug 
should be subject to some form of special control. Such special con- 
trol need not, and should not, require those who have demonstrated 
their ability to manufacture safe and efficacious batches of such drugs 
consistently to submit pre-distribution samples for government testing. 


[The End] 


Arctic Health Research Center 


The Alaska field station of the Public Health Service has 
been officially named the Arctic Health Research Center. From 
its headquarters in Anchorage, the Center will proceed with 
the further development of basic research in health and related 
problems which are peculiar to low-temperature environments. 
Dr. Jack C. Haldeman, of the Public Health Service, who has 
been in charge of the field station since its establishment by 
Congressional action nearly two years ago, will be the officer 
in charge of the Center (Federal Security Agency Release 


\-55, July 13, 1950). 
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Role of Government 


“EDUCATION IS AN IMPORTANT ADJUNCT TO TH 
POLICE POWER IN THE ENFORCEMENT OF TH 
LAW AND THE PROTECTION OF THE CONSUMER 





PRESENTED BEFORE CENTRAL ATLANTIC 
STATES ASSOCIATION OF FOOD AND DRUG 
OFFICIALS, ATLANTIC CITY, MAY 25, 1950 


HIS is the 34th Annual Meeting of the Central Atlantic States 

Association of Food and Drug Officials. I recall that I attended 

the organization meeting of this Association, which was held in 
Philadelphia, and that Dr. J. S. Abbott, then of the Bureau of Chemistry, 
now the Food and Drug Administration, presided. I am glad that the 
Association has continued and prospered during this period. The 
problems of the food and drug official today are more complicated than 
they were at the time of the organization of this Association. These 
meetings serve as a forum for the municipal, state, and Federal food 
and drug officials to discuss their respective problems and promote bet- 
ter understanding. Each group has a specific duty to perform. No 
one group has an exclusive role in the protection of the public. 


I hope some day, not in the too distant future, that as a result of 
these meetings and others, a movement to bring about uniformity in 
the laws, regulations, and procedures will be made. Uniformity will 
increase the effectiveness of each group; it will increase compliance 
and make it less costly. Some progress, along these lines, has been 
made, but there is still much to be done. Uniform laws, regulations, 
and procedures will add materially to the protection of the public, 
which is the ultimate goal of all food and drug officials. 
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Education, and Industry 


BY OLE SALTHE, 
EXECUTIVE SECRETARY, 
THE NUTRITION FOUNDATION, INC. 








A scientific, medical, technological, or legal education or practical 
experience in the food and drug industry are not the chief requisites 
of a successful food and drug regulatory official. A technical back- 
ground is, of course, of considerable value, but personal qualifications 
of good judgment, character, courage, and a good sprinkling of com- 
mon sense, together with an understanding of human values, are equally 
important requisites, It is a highly specialized career job, which calls 
for special training in law enforcement. In listing these requisites I 
am not thinking necessarily of the top brass, but of the inspector in 
the field, who, when he enters a food or drug establishment, is entirely 
on his own and has to exercise all of these attributes. More often than 
not, he is in hostile territory, and, in addition, he has to think of what 
his chief will say when he receives his report the next day. I know of 
no undertaking, however, that gives one greater personal satisfaction 
than does the work you are doing. You may go into other fields of 
endeavor which may be more remunerative in a material sense, but 
in the final analysis, | doubt that you will experience the same degree 
of personal satisfaction that you do in this work. To appreciate fully 
the significance of this statement, you must have been through the mill. 


Whenever | am asked to take part in a discussion relating to the 
Federal Food, Drug, and Cosmetic Act, I cannot resist the opportunity 
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of paying a tribute to the man who, more than any other single indi- 
vidual, was responsible for the adoption of this law: the late Senator 
Royal S. Copeland of New York. 


Senator Royal S. Copeland 

Senator Copeland was eminently suited for guiding this type of 
legislation through Congress. At the time of the introduction of this 
bill, he had just completed two terms of six years each in the Senate, 
and was the ranking member and later the Chairman of the Senate 
Committee on Commerce to which the bill was referred. He had been 
educated as a medical doctor, had been dean of a medical school, had 
been health commissioner of the City of New York, and was experi- 
enced in the promulgation and enforcement of municipal food and 
drug laws. It was no easy task to guide such a controversial bill 
through the Senate and House, with their many conflicting views and 
interests, At various times, while this bill was pending, Senator Cope- 
land was criticized by medical and other professional groups, by con- 
sumer groups, by his colleagues in the Senate, by the President of the 
United States, and by practically every segment of the food, drug, and 
cosmetic industry. Even his friends in the Food and Drug Adminis- 
tration were concerned that he would accept some amendment which 
would make the new law weaker than the old law. Despite this criti- 
cism, for five long years he continued his battle for a strong food and 
drug law. 

Immediately following the passage of this bill by Congress and 
the signing of the Act by the President, the United States Department 
of Agriculture in a press release stated, 

This law will stand ds a legislative monument to the memory of the late 
Senator Royal S. Copeland of New York. It represents a great advancement of 
public protection. 

The Senator lived to see the Act passed by Congress, but did not 
live to know it was signed by the President. 


Interpretation of Act 


The Federal Food, Drug, and Cosmetic Act is basically a health 
measure to protect the public and an economic measure to protect them 
from deceit. The preamble to the Food, Drug, and Cosmetic Act says 
that it is an act to prohibit the movement in interstate commerce of 
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adulterated and misbranded foods, drugs, devices, and cosmetics, and 
for other purposes. 


The reports of the Senate Commerce Committee says, 


This bill has been prepared with three basic principles in mind: 
First, it must not weaken the existing law; 
Second, it must strengthen and extend that law’s protection of the con- 
sumer; and 
Third, it must impose on honest, industrial enterprise no hardship which 
is unnecessary or unjustified in the public interest. 

[ have referred to this legislative background, because it is impor- 
tant that in the interpretation and enforcement of this law, the intent 
of Congress in the enactment of the law be considered. There is a word 
and a phrase which should also be considered in the interpretation of 
this law. I refer to the word “reasonable” which appears frequently 
in the law and to the phrase, “promote honesty and fair dealing in the 


interest of the consumer.” 


Organizations 

It is interesting to note that since the passage of the Federal Food, 
Drug, and Cosmetic Act, the Section on Food, Drug and Cosmetic 
Law, New York Bar Association and the Division of Food, Drug and 
Cosmetic Law, American Bar Association, have been organized, Both 
of these organizations give emphasis to the importance of the law and 
serve as a forum for discussions on its interpretation and enforcement. 

More recently the Food Law Institute, conceived by Mr. Charles 
Wesley Dunn, was organized under his leadership. The purposes of 
the Food Law Institute are to stimulate instruction and research of 
food law at university schools of law on a postgraduate level, and 
to give the legal profession a proper understanding of the law and its 
importance. It is a wholly public organization, dedicated to public 
service exclusively. It is financed by manufacturers of food and related 
products. The establishment of the Food Law Institute is another 
example of partnership between government, education, and industry, 
and represents free enterprise at its best. 

Sectional meetings of food and drug officials such as this and the 
annual conference of the Association of Food and Drug Officials of 
the United States, and the regular staff meetings of officers and inspec- 
tors of municipal, state, and Federal food and drug regulatory authori- 
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ties, also emphasize the importance of better understanding of the law 


and its interpretation. 


Education of Food Manufacturers 


There are two other groups which should be included in the 
educational program. I refer to the food and drug manufacturers and 
distributors who are charged with compliance with this law. It is 
important that they be informed on the interpretation which the officials 
give to this law, as well as to the procedures and regulations adopted 
by the regulatory officials for its enforcement. Such an educational 
program will promote better understanding and what is more impor 
tant, greater compliance and better relations. 

As an example of what I mean when I refer to the education of 
food manufacturers to promote better understanding and better rela 
tions, let me cite the following. 

Congress has delegated to the Administrator of the Federal Security 
Agency, authority, when in his opinion such action will promote honest 
and fair dealing in the interest of the consumer, to promulgate regu 
lations fixing and establishing for any food a reasonable definition and 
standard of identity and a reasonable standard of quality. This is a 
broad delegation of power and Congress has set up provisions which 


govern the Administrator in the promulgation of such standards. 


During the past 12 years, definitions and standards for a number 
of foods have been established and a very excellent job has been done. 

While Congress has specifically stated the procedures to be fol 
lowed in the establishment of standards, it does not prohibit the 
Administrator from holding informal conferences with those who will 
be affected by such standards. Congress has specifically stated the law 
“must impose on honest, industrial enterprise no hardship which is 
unnecessary or unjustified in the public interest.” It has also pre 
scribed that standards shall be reasonable. Therefore, when the estab 
lishment of a definition and standard for a specific food is contemplated, 
the manufacturers affected could be invited to attend a conference 
with a group of regulatory officials. The presiding official of all such 
conferences should be of the rank of a Deputy or Assistant Commis- 
sioner. The meetings should be informal so as to encourage frank 
and open discussion by both groups. The first subject to be consid- 
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ered would be the necessity for the standard. Following such a con- 
ference the manufacturers should be invited to have their technical 
advisors meet with a group of technical advisors of the Administra- 
tion, At the meeting an effort would be made to obtain agreement on 
the specifications for a proposed standard. Subsequently their findings 
could be referred for official hearing as provided by the law. Such 
meeting would promote frank and open discussion which is not possible 
at the official hearing. 

If you doubt the results to be obtained by such informal confer- 
ences, you have only to turn back to the obstacles and impediments 
encountered in the passage of the Federal Food, Drug, and Cosmetic 
Act. I doubt that any proposed law generated the opposition that was 
voiced to this law. The formal hearings of the Senate and House did 
not reconcile the opposing viewpoints. In fact they seemed to increase 
and solidify the opposition. It was only after informal conferences were 
held by Senator Copeland with the opponents and proponents of this 
law, that the conflicting issues which had heretofore seemed unsur- 
mountable, were ironed out to the mutual satisfaction of each group. 


During the past 12 years there has been much progress in 
food technology and in the science of nutrition. There is no disagree- 
ment on the part of anyone in government or industry so far as I know 
that these standards should be drawn so as not to provide for the 
inclusion of any new and authoritative information or knowledge, 
developed through scientific research, which is of benefit to the public. 


The law also recognizes that conditions may arise which make the 
amendment of standards essential and has, therefore, provided machin- 
ery for amending or repealing any definition or standard. 

In order to expedite action when a manufacturer feels he has 
information which warrants the amendment of a standard, an oppor- 
tunity should be provided so that he may submit his views informally, 
so that the Administrator may determine the necessity for amending 
the standard. This conference should be strictly informal so as to 
permit open and frank discussion. Such conferences will save much 
time and expense if an official hearing is deemed necessary. 

The establishment of official food standards has been a pioneering 
job and it may, therefore, be advisable to study informally with indus- 


try, standards promulgated to date to see if they have been drawn too 
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rigidly and whether standards should be drawn on a broader basis, 
without jeopardy to the Congressional directive that the standard shall 
promote honesty and fair dealing in the interest of the consumer. 


Education of Consumers 


The consumers should also be included in the educational program. 
They should be educated with respect to the importance and value of 
regulatory food and drug control. The law provides that manufac- 
turers must state on their labels and in their labeling certain specific 
information which is of value to the consumer. This information must 
be stated in terms so as to render it likely to be read and understood 
by the ordinary individual. Think of the time spent and the cost of 
providing such information. And then consider the number of indi- 
viduals who actually read the labels. 


With a better understanding by the consumer as to the value and 
importance of the law and its enforcement, more interest will be stimu- 
lated in this work and possibly adequate funds will be made available 
for the consumers’ protection. It is a sad commentary, that the funds 
appropriated for this important work in some states and municipalities 
are inadequate to do a good job. 


While I am on this subject of education, let me tell you of an 
interesting experiment which the Harvard School of Public Health is 
conducting, with the support of the Nutrition Foundation. They are 
endeavoring to establish a pattern of education in nutrition for school 
children starting with the kindergarten and extending through high 
schools. This study is being made with the cooperation of the local 
departments of health and education. It is hoped that a satisfactory 
pattern can be developed, which may be adopted by schools universally 
as a part of their regular curriculum. The educational material pro- 
vided for students from the sixth grade through high school includes 
a digest on the regulatory food laws. 


Education is an important adjunct to the police power in the 
enforcement of the law and the protection of the consumer. I hold no 
brief for those referred to by Mr. C. W. Crawford, the Deputy Com- 
missioner of the Food and Drug Administration, as the careless and 
unscrupulous fringe who are willing to bet that they can make viola- 
tions pay. Fortunately, severe penalties are provided for such violators. 
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The area of this country is large, the manufacturing establishments 
are many, and the inspectorial forces are limited. 

I believe that greater compliance could be had, in less time, with 
less effort and at lower cost if the regulatory official, when he contem- 
plates certain enforcement activities, would confer with the industries 
affected and frankly discuss and explain the proposed activities and the 
reason for the contemplated action. 

The goal of the enforcement of the Food and Drug Law is com- 
pliance; compliance comes with understanding, understanding comes 
with education, compliance results in the greatest protection to the 
consumer. 

Nutrition Foundation 

Expansion of fundamental and applied scientific research is mak- 
ing valuable contributions to our knowledge of food. The food industry 
is supporting a comprehensive program of fundamental research 
through the Nutrition Foundation. To date the Nutrition Foundation 
has placed 188 grants, totaling $2,310,800 in 64 universities and medical 
schools in the United States and Canada. The purposes of the studies 
are to ascertain the human requirements of the 40 or more known 
nutrients of food; how these nutrients can be measured; how they 
function in the body; their relationship to each other ; and their relation 
to life and health. Millions of dollars are also being spent by the re- 
search laboratories of the food manufacturers and in product research 
organizations supported by the various segments of the food industry. 
Government, principally through the Department of Agriculture, is 
supporting research in food and nutrition on a very large scale. 

More and more, food is recognized as one of the chief factors in 
maintaining peace in the wor!d. 

General Dwight D, Eisenhower recently stated, “Hungry people 
must be fed before we will have peace in the world.” 

Lord Boyd Orr, a former director of the United Nations Food and 
Agricultural Organization, recently stated, 

It is the supreme responsibility of business leaders, scientists and statesmen 
to raise the world’s food supply, if peace in the world is to be maintained. 

Dr. Charles Glen King, Scientific Director of the Nutrition Founda- 
tion, has recently stated, 

It is difficult to find a field in which this country can contribute more to the 
cause of world peace than in the problem of food supply. 
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Mr. L. A. Van Bomel, President of the National Dairy Products 


Corporation recently said, 


Only now is there slowly emerging from the last war a deeper knowledge 
for one of the causes of war; namely, man’s need for food. If this need is satis- 
fied, we can, I believe, remove one of the basic causes of war. 

According to Dr. F. J. Stare and Dr. George V. Mann of the 
Harvard School of Public Health, 

Food stands as the single most important factor affecting our personal well- 
being, and that of our families, neighbors and friends. Within modern times, 
irrefutable studies have shown in many parts of the world that diet conditions 
disease, diet influences growth and development, and diet is a decisive factor in 
determining death rates. 

These statements and opinions of prominent leaders in different 
fields of endeavor all testify to the importance of food. 

If food is essential to peace and is the most important environ 
mental factor affecting health, then the question of its safety, its whole 
someness, its freedom from adulteration and contamination, a minimum 
of waste and a minimum of loss of nutrients during its production, 
transportation, handling, processing, and storage becomes a matter of 
major importance and increased responsibility for all food regulatory 
officials, whether municipal, state, or Federal. 

Food and drug regulatory control while primarily a policing job 
reaches far beyond the detection of adulterated and misbranded food and 
drugs. It also embraces the importance, the need, the supply, the 
nutritional value, and the relation of food to life, health, happiness, 
and the peace of the world, Each of you has a most important mission. 


[The End] 


Notices of Judgment 
The Federal Security Agency has issued the following 
Notices of Judgment under the Federal Food, Drug, and Cos- 
metic Act recently: Foods Nos. 15051-15700, 15701-15750, 
issued June 1950; Drugs and Devices Nos. 2971-2990, 2991- 


3000, issued June 1950. 
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PRODUCTS LIABILITY LAW 
OF NEW YORK 


By MILTON A. SILVERMAN 


PRODUCTS LIABILITY LAW IN NEW YORK IS NOT 
ONE STATUTE, BUT IS DERIVED FROM SEVERAI 
LAWS THE AUTHOR DISCUSSES THE WELL FOR 
MULATED RULES WHICH SHOULD BE UNDERSTOOD 


HERE IS no such statute in New York known as a products 
liability law. One cannot go to McKinney’s Consolidated Laws 
and find a volume so entitled. 

The products liability law in New York is derived, broadly, from 
the implied warranty granted in Section 96 of the New York Personal 
Property Law and from the common-law negligence rules evolved by 
the courts. A third element, of which the true impact is not yet fully 
understood, is the Agriculture and Markets Law, beginning with 
Section 198. 

The area of the so-called warranty law has been thoroughly 
explored and its boundaries well-defined. Section 96, subdivision 1 of 
the Personal Property Law states: 

Where the buyer, expressly or by implication, makes known to the seller 
the particular purpose for which the goods are required, and it appears that the 
buyer relies on the seller’s skill or judgment (whether he be the grower o1 
manufacturer or not), there is an implied warranty that the goods shall be 
reasonably fit for such purpose 
This is the implied warranty of fitness. Section 96, subdivision 2 states: 

Where the goods are bought by description from a seller who deals in 
goods of that description (whether he be the grower or manufacturer or not), 
there is an implied warranty that the goods shall be of merchantable quality 


This is the implied warranty of merchantability. 
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These statutory warranties have been interpreted by the courts 
so as to impose a strict liability upon the vendor in food cases. 


On the notice of purpose element in the warranty of fitness it has 
been held: 


We think that the mere purchase by a customer from a retail dealer in foods 
of an article ordinarily used for human consumption (meat) does by implication 
make known to the vendor the purpose for which the article is required. Such 
a transaction standing by itself permits no contrary inferences (Rinaldi v. Mohican 
Company (1918) 225 N. Y. 70). 

See also Lieberman v. Sheffield Farms (1921) 117 Misc. 531, 191 


N. Y¥. S. 593. 


An exception to this presumption exists in water supply cases. It 
was held that a taker of water does not by the mere taking make 
known, either expressly or by implication, to the seller of the water 
the particular purpose for which the water is required. Canavan v. 
Mechanicville (1920) 229 N. Y. 473. As to the element of reliance on 
the seller’s skill and judgment, the law is equally firm in the direction 
of strict liability. The court held, in the Rinaldi case, that the purchase 
of food by a customer from a retailer, where the buyer may assume that 
the seller has the opportunity to examine the article sold, unexplained, 
is also conclusive evidence of reliance on the seller’s skill or judgment. 


Accompanying all sales by a retail dealer of articles of food for 
immediate consumption there is an implied warranty that the same is 
fit for human consumption. (Laid down in Race v. Krum (1918) 222 
N. Y. 410). At this point, mention should be made of one of the few 
Situations in which the law of warranty is not yet clear and settled. 
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A serious question exists as to the liability in warranty of a retailer 
who sells food in a sealed container without knowledge of its condition. 

Before discussing this question, examination should be made of 
some further problems under Section 96, It will be recalled that sub- 
division 2 provides that goods purchased by description shall be of 
merchantable quality. It is settled that the implied warranty of 
merchantability exists whether or not the purchaser specifies the 
product by patent or trade name. Foley v. Liggett & Meyers Tobacco 
Company, 136 Misc. 468, 241 N. Y. S. 233; McNeil & Higgins Company 
v. Czarnickow-Renda (D. C.) 274 Fed. 397; Sampson v. Frank F. Pels 
Company, 199 App. Div. 854, 192 N. Y. S. 538; Ganoung v. Daniel 
Reeves, Inc., 149 Misc. 515, 268 N. Y. S. 325. 


Preclusion of Warranties 

This brings us to the case where the purchaser actually requests 
the product by its patent or trade name: “Let me have a loaf of 
Ward’s bread.” The Rinaldi case held that reliance on the seller’s skill 
and judgment might be gathered from the purchase as a reasonable 
inference. The present question was left open. In Ryan v. Progressive 
Grocery Stores (1931) 255 N. Y. 388, 175 N. E. 105, Justice Cardozo 
decided that such a purchase, on its face, indicates that the judgment 
of the seller was superseded and that the choice was determined by the 
buyer. Such facts exclude a warranty under subdivision 1, fitness for 
a particular purpose (human consumption). He concluded, however, 
that loaves of bread baked with pins in them are not of merchantable 
quality, so that the purchaser obtains the benefit of the warranty under 
subdivision 2 notwithstanding the fact that he selected the product. 
To the extent that the purchaser may obtain similar status with one 
who benefits from subdivision 1, he further states that the warranty 
of fitness for a particular purpose may be merely the equivalent of 
merchantability. 

In discussing preclusion of warranties, subdivision 4 of Section 96 
states: 


In the case of a contract to sell or a sale of a specified article under its 
patent or other trade name, there is no implied warranty as to its fitness for any 
particular purpase. 


It has been held that although subdivision 4 seems to exclude the 
operation of subdivision 1 in the case of goods sold under a trade name, 
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it does not affect the operation of subdivision 2. Foley v. Liggett & 


Meyers Tobacco Company, Inc. (1930) 136 Misc. 468, 241 N. Y. S. 233. 


Liability of Retailer of Canned Containers 


Another problem is the liability of the retailer of sealed or canned 
containers, the contents of which he has no opportunity to inspect. 


The common-law rule was laid down in the case of Julian v. Laubenberger 


(1896) 16 Misc. 646, 38 N. Y.S. 1052. This case involved a suit against 
a retailer for illness resulting from eating the contents of a can of salmon. 
The court held that the retailer had no superior means of knowing the 
contents of the sealed can and in the event the purchaser desires to 
protect himself he may ask for an investigation at time of purchase, 
or he may get an express warranty as to the quality of the goods. Ii 
he fails to do this, the buyer must beware. 

Under the Sales Act, there has been a conflict as to whether the 
common-law rule has been changed. In Lieberman v. Sheffield Farms 
(1921) 117 Misc. 531, 19] N. Y. S. 593, the court allowed a pure haser 
of unwholesome milk to recover against a retailer on the theory that 
he relied on the seller’s skill and experience, and also on the fact that 
the buyer might assume that the seller had an opportunity to examine 
the milk. Eight years later, in Aronowitz v. F. W. Woolworth, 134 Misc. 
272, 226 N. Y. S. 133, in an action by a purchaser against a retailer for 
breach of implied warranty of fitness of canned tuna fish, the court 
denied recovery holding: 

Where food is sold in the original can, on what theory can the purchaser 
assume that the seller had an opportunity to examine the can? To be sure, the 
seller has an opportunity to examine the exterior, and to purchase from a repu- 
table manufacturer, but the court knows of no process whereby the seller can 
examine the contents of a particular can without opening it. A purchaser is 
undoubtedly fully aware of this fact, so that in such instance the mere purchase 
standing by itself does not conclusively establish reliance by the purchaser upon 


the supposed skill or judgment of the seller as to the contents of the sealed 
and unopened can. The logic of Julian v. Laubenberger still seems to prevail 


However in Giminez v. Great A. and P. Tea Company (1934) 
204 N. Y. 390, 191 N. E. 27, the Court of Appeals permitted a purchaser 
to recover against a retailer for injuries sustained by hef as a result of 
unwholesome canned crab meat on the theory of breach of warranty 


of fitness. It is interesting to note the court’s logic. 
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The wife’s (customer) cause of action seems clearly established. She bought 

a can of crab meat from the retailer. Under Section 96 of the Personal Property 
Law she bought with an implied warranty of fitness. Ryan v. Progressive Grocery 
Stores, Inc. She could maintain an action for breach of the implied warranty. 
Rinaldi v. Mohican. 
The court did not mention the question raised by Julian v. Laubenberger 
as to reliance on the seller’s skill but merely said that the customer 
bought with an implied aarranty of fitness, and cited the Ryan case. 
An implied warranty of fitness requires reliance on the seller’s skill 
and judgment, It will be recalled, in the Ryan case, that that element 
Was removed by Cardozo because the customer ordered by brand 
name. However, Cardozo gave a warranty of merchantability because 
loaves baked with pins are not of merchantable quality. The Ryan 
case involved a sealed loaf of bread. Cardozo implied that the war- 
ranty of fitness and merchantability are dual warranties which coexist 
in food cases. From the foregoing, it would appear that Chief Justice 
Pound in the Giminez case has concluded that had the customer in the 
Ryan case not asked for the bread by brand name, Cardozo would have 
allowed the warranty of fitness. Since that case, just as his, involved 
a sealed container, he granted the warranty of fitness and cited the 
Ryan case. 

In Cohen v. Dugan Brothers, 132 Misc. 896, 230 N. Y. S. 769, the 
Appellate Division upheld the right of a purchaser to recover from the 
retailer on the theory of implied warranty, where the article sold was 
a loaf of bread in a sealed wax wrapper. The highest court of Massa- 
chusetts held a retail grocer liable under subdivision 1 of Section 96 
in a can case holding that there appears to be no sound reason for 
ingrafting an exception on the general rule, because the subject of the 
sale is canned goods, not open to the immediate inspection of the 
dealer, who is not the manufacturer, any more than of the buyer. 
Ward v. Great A. and P. Tea Company (1918) 231 Mass. 90, 120 N. E. 225. 

In 1942, the Appellate Division, First Department, had occasion 
to discuss this problem in Hopkins v. Amtorg Trading Corporation, 
205 App. Div. 278, 38 N. Y. S. (2d) 788, and repeated that the common 
law rule in New York was that of no liability of the retailer, citing 
Julian v. Laubenberger and Aronowitz v. F. W. Woolworth, a Sales Act 
case, In this case, the can of crab meat was purchased in New Jersey 
so that the suit in New York was not under Section 96 of our Sales 
Act. The tenor of the decision would seem to indicate that the court 
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would have followed the common-law rule even if it had come up under 
the statute. New Jersey has a similar statute but the court refused to 
rule on it, claiming no law under the New Jersey Act was pleaded. 


Although the question is not definitely settled, it is my opinion 
that the courts in New York will impose liability on the retailer 
because, as Cardozo states in the Ryan case, if the law casts the burden 
on the seller, he may vouch in the manufacturer and the loss in its 
final incidence will be borne where it is placed by the initial wrong. 


Protection of Nonbuying Consumer 


We now come to the problem of whether the nonbuyer consumer 
falls within the scope of protection of the warranty law. The implied 
warranty of Section 96 sounds in contract; this means that the 
requirement of privity must be satisfied. The rule in New York is 
firmly stated in the case of Chysky v. Drake Brothers Company (1923) 
235 N. Y. 468, 139 N. E. 576, in which the injured consumer received 
the cake from her employer, who had bought the cake from the 
defendant. 


The general rule is that a manufacturer or seller of food, or other articles 
of personal property, is not liable to third persons, under an implied warranty, 
who have no contractual relations with him. The reason for this rule is that 
privity of contract does not exist between the seller and such third persons, and 
unless there be privity of contract, there can be no implied warranty. The 
benefit of a warranty, either express or implied, does not run with a chattel on 
its resale, and in this respect is unlike a covenant running with the land. 

This rule has been frequently repeated in many cases, notwith- 
standing numerous attempts to weaken it. The courts in New York 
have relaxed the rule, though, in cases where the injured party can 
establish that he purchased the food through an agent. Thus an 
injured husband who had bought through his wife as agent was allowed 
to recover for breach of warranty. (Ryan v. Progressive Stores; Visusil 
v. W. T. Grant Company (1938). However, where the wife bought the 
injurious article and is injured herself, the husband has been denied 
recovery for medical expenses and loss of services. Giminez case and 
McSpedon v. Kunz (1935) 245 App. Div. 824, 281 N. Y. S. 147; Haller 
v. Rudman (1937) 249 App. Div. 831. 


In 1923, a court held in Vaccaro v. Prudential Condensed Milk Com- 
pany, 133 Misc. 556, 239 N. Y. S. 299, that a wife who became ill from 
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milk which she purchased for her own use could not recover on basis 
of implied warranty in absence of proof that she was self-supporting 
and therefore not merely an agent for her husband. In the Giminez 
case the court established a presumption that the wife is “presumably 
the purchaser.” An even more extreme holding is that of Meyer v. 
Kerschenbaum (1928) 133 Misc. 330, 232 N. Y. S. 300, where, in an 
action for damages caused by eating a sugar bun containing a carpet 
tack, it was held that a married woman, even where she was in fact 
the husband’s agent, could recover, if such agency relation was not 
known to seller. 


When the husband buys the offending product he does not do so 
as the agent for his wife, and if injury results, only the husband owns 
the cause of action for breach of warranty. McAllister v. Stevens and 
Sanford Inc. (1933) 147 Misc. 317, 205 N. Y. S. 142. 


Notwithstanding the agency concept permitted between husband 
and wife to allow the nonbuying husband to recover, the rule appeared 
to be that children injured as a result of a purchase by the mother 
could not recover for breach of warranty. Redmond v. Borden’s Farm 
Products Company (1927) 245 N. Y. 512, 157 N. E. 838, where an infant 
was denied recovery after having been injured by broken glass in milk 
which was purchased by her mother. The Court of Appeals decided 
in this fashion on the authority of the Chysky case. See also Salzano 
v. First National Stores (1944) 268 App. Div. 993, 51 N. Y. S. (2d) 645; 
Dickinson v. Sperling (1936) 158 Misc. 905, 286 N. Y. S. 934. 


In 1941, the New York County City Court, in Singer v. Zabelin, 
24 N. Y. S. (2d) 962, decided that a wife purchases food as an agent 
for the whole family and that her daughter, made ill by infested canned 
Salmon purchased by the mother, could recover on the theory of a 
contract made for her benefit, carrying with it an implied warranty. 
The strength of the Chysky case makes it appear doubtful that this 
third party beneficiary theory will be followed. There is little question 
that the law in New York is quite strict on the satisfying of the require- 
ment of privity of contract. 


Measure of Damages 


Before leaving the warranty law, mention should be made of the 
measure of damages in such a suit. The argument was made that the 
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damages for breach of warranty should be only the purchase price, but 
Cardozo, in the oft-cited Ryan case, said that knowledge by the dealer 
that the bread was to be eaten was knowledge that the damage would 
be greater than the purchase price. Full special damages are allowed. 


From the foregoing, it is quite apparent that the plaintiff has only 
a cause of action against the retailer who sold him the food, on the 
theory of breach of warranty, for it is only with this retailer that he 
has privity and when privity is lacking, the injured consumer is barred 
from recovery on that theory. We now come to the second basis for 


recovery in products liability cases, negligence. 


Negligence Actions 


Negligence actions sound in tort and have no requirement of 
privity where the producer ought to have foreseen that the article, if 
negligently constructed, would have become imminently dangerous. 
MacPherson v. Buick Motor Company (1916) 217 N. Y. 382, 111 
N. E, 1050. 

The rule of the MacPherson case which has been adopted in the 
restatement of torts in Section 395 is as follows: 

A manufacturer who fails to exercise reasonable care in the manufacture 
of a chattel which, unless carefully made, he should recognize as involving an 
unreasonable risk of causing substantial bodily harm to those who lawfully use 
it for the purpose for which it is manufactured and to those whom the suppliet 
should expect to be in the vicinity of its probable use, is subject to liability for 
bodily harm caused to them by its lawful use in a manner and for a purpose for 
which it is manufactured. 

In view of the fact that this rule sets up the dangerous quality of 
the article as a prerequisite for liability, it becomes necessary to learn 
whether food falls into this category. It has been held that a food 
manufacturer may be assumed to know that a food negligently pre- 
pared with foreign substances or harmful ingredients, may become 
dangerous to life. Freeman v. Schults Bread Company (1916) 100 Misc. 
528, 163 N. Y. S. 396; Ternay v. Ward Baking Company (1917) 167 
N. Y. S. 562: Wiener v. Mager & Throne (1938) 167 Misc. 338; Rosen- 
busch v. Ambrosia Milk Company (1917) 181 App. Div. 97; Carroll v. 
N. Y. Pie Baking Company, 215 App. Div. 240, 213 N. Y.S. 553. 

It is well settled, therefore, that articles of food may become 
inherently dangerous, and that the manufacturer owes a duty to the 
consumer that the same shall be fit for human consumption. 
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Element of Foreseeability 


In order for the plaintiff to recover on the theory of common-law 
negligence, he must establish that the harm was the probable conse- 
quence of the defect, or as it is sometimes stated, foreseeable. Although 
foreseeability would seem to be a foregone conclusion in food cases, 
in Dressler v. Merkel (1936) 272 N. Y. 574, a consumer’s claim against a 
wholesaler was denied because it could not be reasonably foreseen or antici- 
pated that, in selling pork to a butcher in the ordinary course of business, 
the butcher would prepare and sell a product like frankfurters made 
from the ground pork which would be eaten without cooking. 


Unless the situation brings out such unusual circumstances as in 
the above case, the element of foreseeability can be easily established. 
We have now reached the point where we may conclude that the manu- 
facturer will be liable on the theory of common-law negligence if 
negligence can be established. In one of the first food cases to be 
decided after the MacPherson case, Freeman v. Schults Bread Company 
is illuminating on the procedure of a negligence count. In that case, 
a boy of 13 was injured when he bit into a slice of bread containing a 
nail, The plaintiff established that there were no nails in the plaintiff's 
home or in the grocery store where the bread was purchased. Obviously 
the plaintiff could produce no witness who saw the nails being baked 
into the bread at the defendant’s bakery. Such proof is difficult, if not 
impossible, to procure. At the end of plaintiff’s case the defendant 
rested and offered no evidence, claiming that the plaintiff was bound 
to trace the nail to the manufacture of the bread and that the doctrine 
of res ipsa loquitur does not apply. The court held: 


I think it was the duty of the defendant to show, when the plaintiff rested 
his case, what care it had used in the manufacture of the loaf, the process of 
manufacture, the care or appliances used in making it, the manner of sifting the 
flour, and putting in the other ingredients that enter into the manufacture of 
bread, and keeping the dough clear of foreign substances, such as nails from 
barrels or boxes from which the flour, yeast or other ingredients used in making 
bread may have taken, until manufactured, so that the court could determine 
whether it had used that degree of care which would have exempted it from 
liability, if, notwithstanding that care shown in its manufacture, a nail did find 
its way into the loaf. 


For some reason or other, this defendant chose not to put in proof 
of due care but its unfortunate experience served as a useful example 
to subsequent defendants. In Cohen v. Dugan Brothers (1928) 132 Misc. 
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896, 230 N. Y. S. 743, the defendant in a similar case put in proof of 
due care but the court held: 

The defendant by its proof attempted to overcome the inference raised by 
the plaintiff's proof. This only raised a question of fact, and I find that the 
precautions taken by the defendant did not rebut the proof that negligence of the 
defendant caused the presence of the nail in the loaf of bread. 

However, in Dickinson v. Sperling (1936) 158 Misc. 905, 286 N. Y.S. 
934, the court found that the evidence establishes the due care demanded 
by the law so as to establish the freedom from negligence of the bakers. 


Proof of Due Care 

It may be stated as a general rule that the plaintiff in these cases 
has the burden of proving defendant’s negligence, and the defendant is 
required to, and is given the opportunity to, establish due care in 
manufacture, in defense. One must not be unmindful of the fact that 
the necessity of the defendant to come forward with proof of due care 
means either that there is a presumption of negligence or that the 
doctrine of res ipsa applies. In 1939, in a second circuit case of the 
Federal court, interpreting New York law, Bissonette v. National 
Biscuit Company, 100 F. (2d) 1003, and cited with approval in the 
Singer case, the court held that in a case where the injury resulted from 
a loaf of bread in a paper wrapper put up by the manufacturer, the 
case was a proper one for the application of the rule of res ipsa loquitur. 
Consideration in this respect must also be given to the already dis- 
cussed Freeman v. Schults Bread Company and Cohen v. Dugan Brothers 
cases. In an early case, but shortly after the Freeman case, Jacobs v. 
Childs Company (1916) 166 N. Y. S. 798, the court specifically stated 
that the doctrine of res ipsa loquitur had no application to the case, 
which was one in which injury resulted from cake containing a nail. 
In Shephard v. Beck Brothers (1927) 131 Misc. 164, 225 N. Y. S. 438, 
the court insisted that the plaintiff was bound to establish negligence 
by a fair preponderance of the evidence, which was not done in 
that case. 

[ think it safe to conclude that a plaintiff will get to a jury on the 
strength of the mute testimony of the exhibit, the harm producing 
food, plus the added proof that the element which caused the harm 
could not have gotten into the food in the plaintiff's home, or at the 
grocery store. In Ternay v. Ward Baking Company (1917) 167 N. Y.S. 
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562, the court permitted the case to get to the jury on such proof and 
stated that it is superfluous to repeat that there can be no set formula 
to determine the quantum of evidence required to prove an ultimate fact. 


It is doubtful that mere proof of the unwholesomeness of the food 
will state a case for the plaintiff in common-law negligence, because in 
order to invoke the rule of res ipsa in New York, the instrumentality 
which causes the harm must be within the sole and exclusive control of the 
defendant at the time of injury. The plaintiff in food cases must at 
least trace the defect to the defendant’s plant. 


After the defendant puts in his proof of due care, it becomes a 
question of fact for the jury (or judge) to determine whether the plain- 
tiff’s testimony regarding the presence of the foreign substance is 
credible and if so, whether the due care has immunized the defendant 
of liability. See Dickinson v. Sperling above cited. 


Proof of Freedom from Contributory Negligence 


Another factor which must be considered in a suit based on negli- 
gence is the pleading and proof of freedom from contributory negli- 
gence, Friedman v. Beck (1937) 250 App. Div. 87, 293 N. Y. S. 649, isa 
case where the plaintiff commented that she did not like the smell of 
the canned lobster, and, although disliking a sample taste of the fish, 
she continued to eat the same. This conduct justified a finding of 
contributory negligence which was held to preclude recovery. 


Negligence from Violation of a Statute 

We can now turn to another facet of the negligence theory, 
recovery based on negligence arising out of violation of a statute, the 
Agriculture and Markets Law. This statute is the so-called “little pure 
food and drug act of New York.” 

The first question to be settled is whether violation of a penal 
statute gives rise to a civil cause of action. In 1920, Cardozo said in 
Martin v. Herzog, 228 N. Y. 164, 126 N. E. 814, that “violation of a 
statute designed for the protection of others is, in itself, negligence.” 
In the case of Abounader v. Strohmeyer & Arpe Company (1926) 243 
N. Y. 458, 154 N. E. 309, the Court of Appeals held that violations of 


the Agriculture and Markets Law constituted negligence per se holding : 
' 


Products Liability Law of New York Page 435 








From the duty and its violation there is implied a cause of action in favor 
of the one for whose benefit the duty was imposed and who has been injured by 
the violation. No element of ordinary negligence is essential. Violation becomes 
actionable default. 


An attempt was made to permit civil suits based on violation of 
the original Federal Food and Drug Act in Section 24 thereof: 

A right of action for damages shall accrue to any person for injury or death 
approximately caused by a violation of this Act. 

This provision was strongly criticized and was not included in the 
Federal Act. The New York Rule is apparently not the rule in New 
Jersey, in that no civil liability is created by a violation of the New 
Jersey Agriculture and Markets Law. This problem is well covered in 
Hopkins v. Amtorg Trading Corporation (1942) 38 N. Y. S. 2d 788. 


The significance of establishing this basis for civil liability would 
seem to be that a plaintiff need only show a violation of the statute, 
and since that is negligence per se, recovery is automatic. In order to 
learn whether the cases went along with this theory, we must first 
examine the statute. Section 199 of the Agriculture and Markets Law, 
prior to its 1939 amendment, provided in parts as follows: 


Section 199. Adulteration of food generally. Food shall be deemed adul- 


terated 
* * * 


5. If it contains any added poisonous or other added deleterious ingredient 
which may render such article injurious to health. 

Two very interesting cases arose in which recovery was claimed 
under the magic formula: violation of the statute is negligence per se. 
In both cases the court did nothing to disturb the formula, but held 
that there was no violation of the statute. In Giminez v. Great A. and P. 
Tea Company (1934) 264 N. Y. 390, 191 N. E. 27, the claimed adultera- 
tion was a deleterious ingredient in a can of crab meat. The court 
held that the deleterious ingredient was not added to the canned crab 
meat. It was developed in the can after canning. Technically, it did 
not amount to adulteration under the statute. 

In Bourcheix v. Willow Brook Dairy (1935) 268 N. Y. 1, 196 N. E. 
617, the case involved pieces of glass in a bottle of cream. The court 
said that the statute concerned itself with deleterious ingredients in 
foodstuffs, and broken glass was not an ingredient of cream; hence no 


violation of the statute took place. 
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Effective September 1, 1939, the statute was amended to read: 


Section 200. Adulteration of food. Food shall be deemed to be adulterated: 
1. If it bears or contains any poisonous or deleterious substance which may 
render it injurious to health. 2. If it bears or contains any added poisonous or 
added deleterious substance which is unsafe. 

This amendment would appear to eliminate such defenses which 
existed in the above two cases as to the adulteration being not added 
or being not an ingredient. In fact it would appear to eliminate all 
excuses for adulteration. 


Absolute Liability 


Leonard Wolfram, writing in the New York Law Journal, Decem- 
ber 29, 1949, claims that it would be difficult to imagine a more sweep- 
ing change in the rules as to civil liability for negligence in food 
manufacture, and states that an analysis of the majority of food products 
liability cases leads to the conclusion that regardless of the theory on 
which they were previously decided, absolute liability for negligence 
would be inevitable now. 

Whether the magic formula of absolute liability is really here, is, 
in my opinion, still an open question, Mr. Wolfram to the contrary 
notwithstanding, but there can be no denial of the fact that the tendency 
is toward the strictest liability. 

In Catalanello v. Cudahy Packing Company (1941) 27 N. Y. S. (2d) 
637, Justice McGarey of the Kings Supreme Court, in permitting 
recovery based ona violation of the state, stated : 

It is within the power of the legislature, acting in the interests of the people 
of the state, to require the manufacturer or retailer, or both, of food intended 
for human consumption to exercise care to protect persons consuming such food, 
even to the extent of making the persons responsible for the product an insurer 
thereof, providing of course there is no discrimination in the application of such 
regulation. 

In this case, the court feels that the amendment to the statute 
changes the rule of Dressler v. Merkel, 272 N. Y. 574, but in 1946, in 
Lucey v. Harstedt, 270 App. Div. 900, a judgment against a meat packer 
was reversed with the notation that the record failed to disclose com- 
mon-law negligence or a violation of the Agriculture and Markets Law 


as amended, citing Dressler v. Merkel. 
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The amendment should have the effect of preventing a manufac- 
turer from putting in evidence of due care in manufacture for the 
purpose of showing that he could not be responsible for the unfit 
condition of the food. The question should be only as to whether 
it is unfit. Proof of care will have to be admitted, as in the warranty 
cases, to attack the credibility of the plaintiff as to the unfit condition. 
However, a case has yet to be tried where the issue has squarely been 


presented as to whether an absolute duty exists. 

Wolfram cites a recent case, Tyrrell v. Lay (City Court, N. Y. 
Richmond County, June 30, 1949 [CCH Foop Druc Cosmetic Law 
Reports { 22,184]), in which the issue seemed to be whether the 
wire in the bread was there as a result of defendant’s negligence. 
Although the court ruled that its presence gave rise to an inference of 
negligence and gave recovery to plaintiff, Wolfram is disappointed 
over the fact that the statute was not pleaded or brought to the court’s 
attention. If the statute has the effect he believes it to have, the fact 
that the wire was in the bread would preclude any defense of due care 
and make the defendant liable per se. 

The fact that the statute is not pleaded is not fatal to a recovery 
thereunder, nor is it essential that it be brought to the attention of the 
court. If the court or jury finds facts sufficient to constitute a viola- 
tion, recovery may be had by plaintiff. This is stated to be the rule in 
Giminez v. Great A. and P. Tea Company citing Abounader v. Stroh- 
meyer and Arpe Company. ‘The only requirement is that a cause 
of action be pleaded in negligence. Cardozo’s language in the Ryan 
case is pertinent here. “The facts being conceded, the court applies 
the law.” A cause of action in warranty cannot be tortured out of its 
natural meaning to include negligence. In Salzano v. First National 
Stores (1944) 268 App. Div. 993, 51 N. Y. S. (2d) 645, the court denied 
recovery on a breach of warranty complaint, but instructed the plain- 
tiff to amend his complaint so as specifically to allege a cause of action 
in tort. 

The main difficulty in arriving at the result claimed by the absolute 
liability proponents is not in the question of whether violation of the 
Statute is negligence per se, but as to the question of whether the 
defendant is guilty of the violation. He must always be permitted to 
show that he did not violate the statute. In Blume v. Trunz (1945) 
269 App. Div. 1059, 59 N. Y. S. (2d) 217, it was held that the sale 
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of raw pork by a meat dealer who operated under the supervision of 
the Department of Agriculture, which pork, without knowledge of the 
dealer, contained live trichinae organisms was not violative of the 
Agriculture and Markets Law, since the law does not place the duty 
upon the meat dealer to cook or otherwise treat unprocessed pork 
where it is ordinarily expected that cooking will take place before it 
is consumed. 

In Piazza v. Fischer Baking Company (New York Law Journal, 
page 968, March 17, 1950), Official Referee Harrison C. Glore decided 
a case in which a screw in a piece of rye bread caused the harm. The 
referee denied recovery on the theory that the foreign element must 
be part of the substance of the food itself, citing Pine Grove Poultry 
Farm v. Newton (1928) 248 N. Y. 293, 162 N. E. 84, a case in which 
particles of finely ground steel wire were mixed into poultry feed. The 
court feels that the instant case falls within the pattern of the Bourcheix 
case and states: 

The purpose of the law is obviously to preserve the quality of food products 
by preventing adulteration. The accident of the existence of the screw in the 
bread might be the result of negligence, but does not come within the purview 
of the prohibition of adulteration set forth in Section 200 of the Agriculture and 
Markets Law. 

Where is the purported absolute liability’ The food was adulterated, 


vet the defendant was permitted to show he did not violate the statute. 


It is my opinion that the statute does not impose the claimed 
absolute liability, but is merely one more nail in that coffin. It should 
also be noted that even under the statute, contributory negligence is 


° 


such conduct as will preclude recovery thereunder. Friedman v. Beck. 


In conclusion, I would like to point out to the pleader ina products 
liability case that he can usually find one or more cases in support of 
the position he wishes to take, and, in the rare instance when he can- 
not, he has the comfort of knowing that a court granted recovery 
following “demands of social justice” rather than the weight of authority. 
In Ketterer v. Armour Company (1912) 200 Fed. 322, a Federal district 
court case interpreting New York law, the court admitted that there 
were no supporting authorities but claimed that it was “high time for 


such an authority.” 
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It must be remembered that notwithstanding loose thinking, errors, 
and jurisprudence, there are well formulated rules which should be 
understood and followed by the careful practitioner. [The End] 








World Antibiotics Organization 


The World Health Organization’s Expert Committee on 
Antibiotics, at its first session held in Geneva, Switzerland, 
recently, drafted a world program to stimulate research in the 
field of antibiotics and to improve the production and distribu- 
tion of the drugs. The Committee recommended that the 
WHO should sponsor antibiotics research programs and grant 
long-term research fellowships, that institutes might be asked 
to serve as centers to provide international research and train- 
ing facilities, and that WHO might assist the centers in 
obtaining the supplies and relaxation of import and export 
restrictions (Foreign Commerce Weekly, June 26, 1950). 
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In the Food and Drug Administration 


Listing of FD & C Violet No. 1.— 
FD&C Violet No. 1 has been listed 
in the color certification regulations 
under the Food, Drug, and Cosmetic 
Act as it has been concluded that a 
coal-tar color conforming to the coal- 
tar color regulations and specification 
proposed for FD&C Violet No. 1 is 
harmless and suitable for use in food, 
drugs, and cosmetics (15 F. R. 3517). 


Antibiotic and Antibiotic-Containing 
Drugs.—Regulations for tests and meth- 
ods of assay and certification of batches 
of antibiotic and antibiotic-containing 
drugs have been amended to provide 
for the inclusion of procaine penicillin 


and streptomycin in oil and procaine 
penicillin and dihydrostreptomycin in 
oil; for revocation of the requirement 
that the labeling of penicillin with vaso- 
constrictor bear a statement that the 
drug should be administered only by a 
physician, dentist, or veterinarian; for 
certification of containers of a suspen- 
sion of procaine penicillin that contain 
less than one milliliter, if such containers 
are packaged to contain a single dose 
and each container contains 300,000 
units or 600,000 units; and for exempt- 
ing from the certification requirement 
bacitracin for diagnostic use that con- 
tains not more than 20 units of bacitra- 
cin (15 F. R. 4172). 











In the Federal Trade Commission 


Antihistamine Preparations. — Stipu- 
lations have been entered into by five 
companies who manufacture antihista- 
mine preparations: Bristol-Meyers Co. 
(FTC Docket 5752), Anahist Co., Inc. 
(FTC Docket 5753), Whitehall Phar- 
macal Company (FTC Docket 5754), 
Union Pharmaceutical Company (FTC 
Docket 5763), and The Grove Labora- 
tories, Inc. (FTC Docket 5772). Ad- 
vertising to the effect that the prepara- 
tions “will cure, prevent, abort, eliminate, 
stop, or shorten the duration of the com- 
mon cold” will hereafter be eliminated. 


Medicinal Preparations.—Representa- 
tions that Kleerex will cause pimples 
to disappear or constitutes an effective 
remedy for pimples are to be ceased in 
FTC Docket 5332. “Whatever its value 
may be in masking the unattractive ap- 
pearance of pimples, in relieving ac- 
companying discomfort, in aiding to re- 
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duce the number of organisms on the 
surface of the skin, or in tending to dry 
skin surfaces, it plainly appears that 
the use of Kleéerex as directed will not 
cause pimples to disappear overnight or 
at all = 

Misrepresentation of the therapeutic 
value of Geo-Mineral has been ordered 
to be ceased in FTC Docket 5666. The 
preparation had formerly been adver- 
tised as being an effective treatment for 
stomach or kidney ailments, constipa- 
tion, rheumatism, arthritis, or neuritis. 


Therapeutic Devices.— A company 
making devices and supports has agreed 
to cease representing that use of Camp 
supports is indicated generally in cases of 
pregnancy, after-pregnancy or after op- 
erations; that they are recommended by 
physicians in other than certain indi- 
vidual cases; or that they have any use- 
fulness other than providing a measure 
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of support to and a change of position of 
certain parts of the body to which they 
may be applied (Stipulation 8016). 


Cosmetic Preparation. — The pro- 
ducers of Vita-Fluff Custombilt Cream 
have agreed to stop representing that 
their product will strengthen the curl in 
hair, that it is of value in the prevention 
of skin wrinkles or in the treatment of 
allergy, psoriasis, double chin, or brittle 
nails, or that it is substantially different 
from every other cream on the market 
(Stipulation 8007). 





Fingernail Solution.—Misrepresenta- 
tion of a.liquid nail conditioner was 
ordered to be ceased in FTC Docket 
5537. Representations that the product 
prevents brittleness, dryness, breaking, 
splitting, or chipping, that it is an effec- 
tive treatment for onychosis, or that it 
will prevent sluggishness of the lymphatic 
glands are forbidden. The order states 
that the sole therapeutic property of the 
product is in temporarily softening the 
cuticle around the nails. 


In the State Legislatures 


Arsenical Preparations.—The sale of 
any substance represented to be calcium 
arsenate for boll weevil control is pro- 
hibited in South Carolina without a 
permit issued by the State Crop Pest 
Commission and unless the preparation 
meets the specifications prescribed by 
the regulations of the Commission (H. 
B. 2438, approved June 3, 1950). 


Inspection of Slaughtered Animals.- 
A Massachusetts amendment permits 
the use of certain by-products, which 
are obtained from disease-free food ani- 
mals slaughtered outside the Common- 
wealth under duly authorized state 
or local inspection, in the manufacture 
of cooked and processed canned foods 
for small domestic animals when the 
products are labeled and have been 
shipped under certification in accord- 
ance with rules and regulations prescribed 
by the Department of Public Health 
(H. B. 424, approved April 10, 1950). 


Narcotic Drugs.—-It is the duty of the 
New Jersey State Department of Health, 
all peace officers, and county prosecutors 
to enforce the narcotic laws, and in 
carrying out this duty to cooperate with 
all federal and state agencies and agencies 
of other states. It is the duty of the 
Board of Pharmacy in the Division of 
Professional Boards in the Department 
of Law and Public Safety to enforce 
and assist in the enforcement of all 
laws relating to the handling of narcotic 
drugs by pharmacy owners and phar- 
macists (A. B. 229, approved May 31, 
1950). 


Stockyard Facilities —Massachusetts 
has authorized an investigation and study 
of the handling of livestock within the 
Commonwealth and the operation of a 
stockyard. The commission is to report 
by April 1, 1951 (S. B. 585, approved 
May 22, 1950). 





Proposed Antibiotic Amendments 


The following text is the proposed 
amendments to the Federal Food, 
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Drug, and Cosmetic Act, recommended 
by a task force representing the Ameri- 
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can Drug Manufacturers Association, 
the American Pharmaceutical Manu- 
facturers Association, and the Proprie- 
tary Association of America. 

Amend Section 201 by adding a sec- 
tion to stand as Section “q” and to read 
as follows: 


Section 201. (q) The term “anti- 
biotic” means any drug which is or has 
been produced by the growth of micro- 
organisms, including such drug when 
produced by other means, which in high 
dilution, is antagonistic to one or more 
pathogenic microorganisms, and which 
is intended for use as such an antagonist 
but shall not include mixtures or prepa- 
rations of “antibiotics” and other chem- 
icals or drugs. 

Amend Section 507 by substituting 
therefor a new section to read as follows: 


Section 507. (a) The Federal Secu- 
rity Administrator shall promulgate regu- 
lations containing such provisions as are 
necessary to prescribe standards of iden- 
tity and of strength, quality, and purity 
for antibiotics. Regulations shal] also 
be promulgated setting forth tests and 
methods of assay to determine compli- 
ance with such standards. 


(b) No person shall introduce or 
deliver for introduction into interstate 
commerce any drug composed wholly) 
or partly of any antibiotic unless an 
application pursuant to subsection (c) 
is effective as to such applicant with 
respect to such drug. Prior to the effec- 
tive date of such application the Ad- 
ministrator may issue a release of an) 
batch of any such drug conditioned 
upon the submission of samples from 
said batch of such drug upon terms 
that the Administrator shall prescribe. 

(c) Any person may file with the 
Federal Security Administrator an appli- 
cation with respect to any drug subject 
to the provisions of subsection (b). Such 
person shall submit to the Administrator 
as a part of the application (1) full re- 
ports of investigations which have been 
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made to show whether or not such drug 
is safe and efficacious for use; (2) a full 
list of the articles used as components ot 
such drug; (3) a full statement of the 
composition of such drug; (4) a full 
descriptions of the methods used in, and 
the facilities and controls used for, the 
manufacture, processing, and packing 
of such drugs; (5) such samples oi 
such drug, and of the articles used as 
components thereof as are reasonably 
necessary for the Administrator to de- 
termine the ability of such person to 
manufacture the drug without risk to 
its safety or efficacy of use; and (6) 
specimens of the labeling proposed to 
be used for such drug. 

(d) An application provided for in 
subsection (c) shall become effective 
on the sixtieth day after the filing thereof 
(as to any drug respecting which a pre- 
vious application has become effective 
for any person) unless prior to such 
day the Administrator issues an ordet 
pursuant to subsection (e) refusing to 
permit the application to become effec- 
tive; an application provided for in sub- 
section (c) shall become effective on 
the sixtieth day after the filing thereof 
(as to any drug respecting which no 
previous application has become effec- 
tive for any person) unless prior to 
such day the Administrator by notice 
to the applicant in writing postpones 
the effective date of the application t: 
such time (not more than one hundred 
eighty days after the filing thereof) as 
the Administrator deems necessary to 
enable him to study and investigate the 
application. 


(e) If the Administrator finds, after 
due notice to the applicant and giving 
him an opportunity for a hearing, that 
(1) investigations, reports of which are 
required to be submitted to the Admin- 
istrator pursuant to subsection (c), do 
not include adequate tests by all methods 
reasonably applicable to show whether 
or not such drug is safe and efficacious 
for use under the conditions prescribed, 
recommended, or suggested in the pro- 





posed labeling thereof; (2) the results 
of such tests show that such drug is 
unsafe or inefficacious for use under such 
conditions or do not show that such 
drug is safe and efficacious for use 
under such conditions; (3) the methods 
used in, and the facilities and controls 
used for, the manufacture, processing, 
and packing of such drug are inadequate 
to preserve its identity, strength, quality, 
and purity; (4) upon the basis of the 
information submitted to him as part 
of the application, or upon the basis of 
any other information before him with 
respect to such drug, he has insufficient 
information to determine whether such 
drug is safe and efficacious for use 
under such conditions, he shall, prior to 
the effective date of the application, is- 
sue an order refusing to permit the ap- 
plication to become effective, provided 
however, that the Administrator shall in 
no case refuse to permit an application 
to become effective based upon a find- 
ing that such drug is either unsafe or 
inefficacious if the preponderance of evi- 
dence, contained in the application and 
adduced at the hearing, is to the effect 
that such drug is safe and if substantial 
evidence, contained in the application 
and adduced at the hearing, is to the 
effect that such drug is efficacious for 
use under the conditions prescribed, 
recommended, or suggested in the pro- 
posed labeling. 


(f) The effectiveness of an applica- 
tion with respect to any drug shall, 
after due notice and opportunity for 
hearing to the applicant, by order of the 
Administrator be suspended if the Ad- 
ministrator finds (1) that clinical expe- 
rience, tests by new methods, or tests 
by methods not deemed reasonably ap- 
plicable when such application became 
effective show that such drug is unsafe 
for use under the conditions of use 
upon the basis of which the application 
became effective; (2) that the applica- 
tion contains any untrue statement of a 
material fact; (3) that the applicant has 
deviated materially from the methods 
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used in and the facilities and controls 
used for the manufacture, processing, 
and packing of such drug without first 
amending his application in such re- 
gard and having received effectiveness 
therefor. The order shall state the find- 
ings upon which it is based. 


(g) An order refusing to permit an 
application or amendment thereto with 
respect to any drug to become effective 
shall be revoked whenever the Admin- 
istrator finds that the facts so require. 


(h) Orders of the Administrator is- 
sued under this section shall be served 
(1) in person by any officer or employee 
of the Agency designated by the Ad- 
ministrator or (2) by mailing the order 
by registered mail addressed to the ap- 
plicant or respondent at his last-known 
address in the records of the Adminis- 
trator. 


(i) An appeal may be taken by the 
applicant from an order of the Admin- 
instrator refusing to permit the applica- 
tion to become effective, or suspending 
the effectiveness of the application. Such 
appeal shall be taken by filing in the 
district court of the United States with- 
in any district wherein such applicant 
resides or has his principal place of 
business, or in the District Court of 
the United States for the District of 
Columbia, within sixty days after the 
entry of such order, a written petition 
praying that the order of the Adminis- 
trator be set aside. A copy of such 
petition shall be forthwith served upon 
the Administrator, or upon any officer 
designated for that purpose, and there- 
upon the Administrator shall certify 
and file in the court a transcript of the 
record upon which the order complained 
of was entered. Upon the filing of such 
transcript such court shall have exclu- 
sive jurisdiction to affirm, modify, or set 
aside such order. No objection to the 
order of the Administrator shall be 
considered by the court unless such ob- 
jection shall have been urged before the 
Administrator or unless there were rea- 
sonable grounds for failure so to do. 
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The findings of the Administrator as to 
facts, except as to safety and efficacy of 
use, if supported by substantial evi- 
dence, shall be conclusive. If any per- 
son shall apply to the court for leave 
to adduce additional evidence, and shall 
show to the satisfaction of the court 
that such additional evidence is material 
and that there were reasonable grounds 
for failure to adduce such evidence in 
the proceeding before the Administrator, 
the court may order such additional 
evidence taken before the Administrator 
and to be adduced upon the hearing in 
such manner and upon such terms and 
conditions as to the court may deem 
proper. The Administrator may modify 
his findings as to facts by reason of the 
additional evidence so taken, and he 
shall file with the court such modified 
findings which, if supported by sub- 
stantial evidence, shall be conclusive, 
and his recommendation, if any, for the 
setting aside of the original order. The 
judgment and decree of the court af- 
firming, modifying, or setting aside any 
such order of the Administrator shall 
be final, subject to review as provided 
in sections 128, 239, and 240 of the Ju- 
dicial Code, as amended, (U.S.C. 1934 
ed., title 28, secs. 225, 346, and 347), 
and in section 7, as amended, of the Act 
entitled “An Act to establish a Court 
of Appeals for the District of Columbia”, 
approved February 9, 1893 (D.C. Code, 


title 18, sec. 26). The commencement 
of proceedings under this subsection, 
appealing from an order of the Admin- 
isteator suspending an effective appli- 
cation, shall operate as a stay of the 
Administrator’s order unless the Ad- 
ministrator in his order finds as a fact, 
supported by substantial evidence, that 
the drug is dangerous to health. Com- 
mencement of other proceedings under 
this subsection shall not, unless specifi- 
cally ordered by the court to the contrary, 
operate as a stay of the Administrator’s 
order. 

(j) No drug which is subject to sec- 
tion 507 shall be deemed to be subject 
to any provision of section 505. Com- 
pliance of any drug subject to section 
502 (1) or 507 with sections 501 (b) 
and 502 (g) shall be determined by the 
application of the standards of strength, 
quality, and purity, the tests and meth- 
ods of assay, and the requirements of 
packaging and labeling, respectively, 
prescribed by regulations promulgated 
under section 507 or contained in any 
effective application under section 507. 

(k) The Administrator shall pro- 
mulgate regulations exempting from any 
requirement of this section and of sec- 
tion 502 (1) drugs which are intended 
solely for investigational use by ex- 
perts qualified by scientific training and 
experience to investigate the safety and 
efficacy of drugs. 











Pesticide Residues 


The following is the important final 
testimony of Dr. Arnold J. Lehman, 
Chief of the Division of Pharmacology, 
Food and Drug Administration, Fed- 
eral Security Agency, at Pesticide Resi- 
due Hearings under the Federal Food, 
Drug, and Cosmetic Act. 


For the purpose of regulating the 
residues of poisonous or deleterious 
substances on fruits and vegetables so 
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that such fruits and vegetables will 
be safe for consumers, I would say that 
except in a very few cases we are 
not concerned with the acute toxicity 
of such substances, but with the likeli- 
hood of injury from continued exposure. 
By this I mean that many of the sub- 
stances used have properties such that 
their residues on fruits and vegetables 
might cause injury to consumers of 





these fruits and vegetables where the 
consumption covered long periods of 
time. There are, however, some limit- 
ing factors to be considered, one impor- 
tant one being that there are practical 
limits to the amounts of the various 
substances which can be applied to a 
fruit or a vegetable. So I believe that 
some substances applied to fruits and 
vegetables, which broadly speaking 
might be considered deleterious, create 
no public health problem at the present 
time from residues in or on the fresh 
fruits and vegetables. Of the various 
substances named by witnesses in this 
hearing I would say that the following 
have so little toxicity that residues 
which may be expected on fruit and 
vegetables constitute no health problem. 
I would place the following substances 
in this category: 


Various clay products 
Tale 

Kaolin 

Pyrophyllite 
Diatomaceous earth 
Magnesium carbonate 
Magnesium sulfate 
Soaps 

Sawdust 

Entelator dust 
Calcium phosphate 
Calcium carbonate 
Gypsum 

Lime sulfur 

Dry lime sulfur 
Elemental sulfur 
Fuller’s earth 

Silica 

Ground nut shells 
Redwood bark dust 
Pyrethrum merc 
Hydrated lime 
Wettable sulfur 
Dusting sulfurs 


There are next certain substances 
which are known to be deleterious but 
which, in my opinion, create no public 
health hazards if used in the ways 
described by witnesses under Part A 
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as constituting good agricultural prac- 
tice. These substances include: 


3ordeaumixture 

Copper oxychloride 

Copper oxide 

Copper phosphate 

Copper silicate 

Copper sulfates 

Copper zeolite 

Copper carbonate 

Copper oxychloridesulfate 

2, 4-dichloro-phenoxy acetic acid 

Phenoxy acetic acid 

Naphthalene acetic acid 

Pyrethrum 

Pyrethrins 

Allethrin 

Piperonyl butoxide 

n-propyl isome 

Van Dyke 264 

Lime-aluminum sulfate 

Zinc lime 

Zinc oxide 

Zinc sulfate, basic 

Copper zinc chromate 

Mineral oil emulsions 
heavier oils) 

Ground insect flowers (pyrethrum) 

Ground derris 

Ground cube 

Tobacco dust 

Ryania 

Sabadilla 

Quassia 

Nicotine 

Metaldehyde 

Methoxychlor 

Piperonyl cyclonene 

Hellebore 

Rotenone 

Rotenoids 

Dihydro rotenone 

Sulfonated castor oil 


Then there are a number of sub- 
stances the properties of which are such 
that I believe their residues remaining 
on fruits and vegetables constitute a 
public health hazard. These substances 
are poisonous or deleterious or both. 


(kerosene o 
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Individually or collectively, such sub- 
Stances are: 
Heptachlor 
Aldrin 
Benzene Hexachloride 
Dieldrin 
Lindane 
Chlordane 
Toxaphene 
TDE 
DDT 
Nitro-chlorophenyl-propane 
Nitro-chloropheny] butane 
Sodium arsenite 
Tartar emetic 
Bismuth subsalicylate 
Barium Fluosilicate 
sarium carbonate 
Cryolite 
Sodium fluosilicate 
Cadmium copper lime chromate 
Selenium derivatives 
Copper arsenate 
Copper acetoarsenate 
Lead arsenate 
Magnesium arsenate 
Zinc arsenite 
Calcium arsenate 
Basic lead arsenate 
Manganese arsenate 
Arsenic trioxide 
Paraoxone 
Tetraethyl-dithiono-pyrophosphate 
Ethyl-p-nitrophenyl-thionobenzene 
phosphate 
Octamethyl pyrophosphoramide 
Glyoxalidine 
Lethane-60 
Sodium fluoride 
Mercurous chloride 
Mercuric chloride 
Phenylmercuric triethanol ammonium 
lactate 
Ethyl mercuric phosphate 
Phenylmercuric acetate 
Phenylmercuric formamide 
Phenylmercuric monoethyl ammonium 
acetate 
Parathion 
Methyl parathion 
Lethane-384 
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Lethane A-70 

Thanite 

Phenothiazine 

Dinitro-o-cresol 

Dinitro-o-cyclohexyl-phenol 

Dinitro-o-cyclohexylamine salt of 
phenol 

Dinitro-secondary butyl-phenol 

Triethanolamine’ salt of dinitro- 
secondary butyl-phenol 

Dinitro capryl phenyl crotonate 


These substances as far as | know 
are likely to leave residues as a result 
of their commercial use as insecticides 
or fungicides. Naturally the signifi- 
cance of the public health program is 
dependent upon the amount of residue 
likely to remain when they are used in 
the production of fruits and vegetables. 
I believe that a quantitative tolerance 
for each of these substances is neces- 
sary for protection of the public health. 

In addition to these substances which 
I have listed as poisonous or deleterious 
there are a number of other poisonous 
substances which are in a somewhat 
different category in that they are be- 
lieved to volatilize or decompose or be 
applied in ways that do not result in 
any up-take of the material by the 
plant. For example, hydrocyanic acid 
and various cyanides are definitely 
used as fumigants so 
that little or no hydrocyanic acid is 
taken up by the fruit and vegetable 
there would be no health hazard in- 
volved. The cyanides are in a some- 
what different category from most of 
the other substances which I have in- 
dicated as poisonous or deleterious in 
that danger from cyanide poisoning is 
more likely to be danger from acute 
poisoning than from chronic poisoning. 


poisonous, If 


There are a number of poisonous 
substances fumigants. 
These, as I understand it, are applied 
in such a way that there is no up-take 
by the edible portion of fruits or vege- 
tables of the poisonous substances. If 
then there will be no 


used as_ soil 


this is a fact 
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public health problem to consumers of 

fruits and vegetables from their use. 

Fumigants such as: 

Hydrocyanic acid gas 

Cyanogen chloride 

Carbon disulfide 

Carbon tetrachloride 

Ethylene dichloride 

DD mixture ,(1, 2-dichloropropane 
and 1, 3-dichloropropylene) 

Methyl bromide 

Ethylene dibromide 

Dichloroethyl ether 

Beta-methylallyl chloride 

Acrylonitirle 

Paradichlorobenzene 

Methylene chloride 

Chloropicrin 

Naphthalene 


Then we have substances like tetra- 
ethyl and hexaethyl pyrophosphate 
which are quite poisonous under some 
conditions but which apparently de- 
compose rapidly so that I understand 
it is unlikely that any of these materials 
themselves will remain on fruits or 
vegetables when these are ready for 
shipment. If these substances do de- 
compose and if the products of decom- 
position are innocuous there would 
appear to be no public health problem 
involved from any residues. 

There are still other poisonous sub- 
stances used for treating seed. If such 
treatment is properly applied I would 
think that there would be no up-take 
problem or public health problem from 
fruits and vegetables grown from such 
treated seeds. 

Tetramethyl thiuram disulfide 

Mercurous chloride 

Corrosive sublimate 

2, 3, dichloro-1, 4-naphthoquinone 

Chloranil 

Ethyl mercuric phosphate 

Phenylmercuric salts 

Yellow oxide of mercury 

Zinc mercury chromate complex 


Lastly, because of lack of informa- 
tion it is not possible for me to classify 
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at this time any of the chemicals listed 
below. 


Anabasine 

Azobenzene 

p-butoxy-phenylpropane 

di-(p-chlorophenyl) methyl carbinol 

p-chlorophenyl p-chlorobenzenesulfo- 
nate 

Aramite (alkyl aryl sulfite) 

Hydroxymethy] flavan 

DFDT (fluorine analog of DDT) 

Phenoxathiin 

Scorodite 

Tetraisopropyl pyrophosphate 

2, 3 dichloro, 1, 4, naphthoquinone 

Copper 8 quinolinolate 

4 chlorophenoxy acetic acid 

Naphthalene acetamide 

2, 4, 5 trichloro phenoxyacetic acid 

Chloranil 

Cl mercaptobenzothiazole 

Copper naphthenate 

Copper nitroacetate 

Copper nitro dithioacetate 

2’, 2” dihydroxy 5’, 5” dichloro 
diphenyl methane 

Dipheny] guanadine phthalate 

8 hydroxyquinolinoline sulfate 

Lauryl isoquinolinium bromide 

Lauryl pyridinium bromide 

Lauryl quinolinium bromide 

Magnesium 8 quinolinolate 

8 quinolinol benzoate 

Zinc mercaptobenzothiazole 

Zinc nitrodithioacetate 

Zinc 8 quinolinolate 

Xanthone 

Calcium ethylene bis dithiocarbamate 

Manganese dimethyl dithiocarbamate 

Disodium 3, 6 endoxo hexahydroph- 
thalate 

Zinc N-ethyl (betacyanoethyl) dithi- 
ocarbamate 

Zinc dimethyl dithiocarbamate cyclo- 
hexamine complex 

Thiuram disulfides 

Nickel carbamate 

Zinc dimethyl dithiocarbamate 

Zinc ethylene bis dithiocarbamate 

Disodium ethylene bis dithiocarbamate 

Ferric dimethyl dithiocarbamate 


[The End] 
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Other Helpful, Informative CCH 


TAXES—The Tax Magazine 


% This magazine is published to promote sound 
thought in economic, legal and accounting 
principles related to all federal and state taxa- 
tion. . . . To this end it contains signed arti- 
cles on tax subjects of current interest, reports 
on pending tax legislation, court decisions and 
administrative rulings relating to tax laws, and 


Publications 


ie —_ a 


other tax information, book reviews, etc. . 

The editorial policy is to aliow frank discus- 
Subscription rate—$6 for Sai By: 
Write for sample copy. 


sion of tax issues. 
12 monthly issues. 
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Insurance Law Journal 


% Month after month, this helpful magazine 
presents timely articles on pertinent subjects 
of insurance law, digests of recent decisions, 
comments on pending legislation, rulings of 
state commissioners and attorneys general, 
and other features reflecting the changing 
scene of insurance law. The Journal is edited 
exclusively for insurance law men, by insur- 
ance law men. Emphasis is on the insurance 
law fields of Life, Health and Accident, Fire 
and Casualty, Automobile, and Negligence. 
Issued monthly ; subscription rate—$10 a year, 
including a handsome binder for permanent 


for a sample copy. 


Labor Law Journal 


* Specifically designed and edited to promote 
sound thinking on labor law problems, the 
Labor Law Journal presents timely articles 
concerned with the intimate and complex 
relationship of Law, Labor, Government, Man- 
agement, and Union. Month after month, the 
Journal brings you the serious thinking, the 
reasoned conclusions, the viewpoints, and atti- 
tudes of leaders of thought and action—on 
significant, pivotal labor law problems. 
Specialists in that field—from government, 
law, union, education, management — treat 
troublesome phases of labor law in factual, 
hard-hitting articles. No punches are pulled— 
nothing is “slanted.” Issued monthly; sub- 
scription rate—$6 a year. Sample copy on 


request. 
All Published by 


filing of each monthly issue for a year. S 
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